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PREFACE

Voices of People Living with HIV/AIDS on the Use of
Cannabis for Medicinal Purposes

"9've heen HIV [, positive] since 1983 so I mean J've used marijuana for a /ory time, ejfyeciﬂ;/y to stimulate my
appetite. My meds have cﬁanﬂe/ over the years and you know [the use of marijuana for medicinal Ml"/wj‘ej'] is
an issue that 9 find dear because 9've seen how a lot of peoﬁ/e suffer and it seems to be one of the on Iy things that

seems to eradicate that and make life a little Zeffen ‘

"9 use marijuana for appetite because when 9 was first ﬁﬁ@noyeﬁ[ 9 was ﬁﬁ@noyef/ with PCP [meumonia and

9 onh ﬁa{// 16 fighter cells left. The meds were hell on me for the first three months that 9 took them and if it
hadn't have heen /[oyrymoéiry marijuand. . . ?\/fg hushand had to be com'fan@ ;ﬂemﬁwfy availnble for me, and it
wm'ﬂefﬁry to the poinf that my 2 year old was ﬂmﬁry me the ﬂmﬂ@ye can sa n; Momm% 3';07;% be sick
again " S it was that or me running to the bathroom you know because of the diarvhea so the bathroom was
almost my condominium, as horeible as that is. Zind then who the heck rea@ wants to eat if’ you puﬁe 20r3
times in a f/ay. 9 don't want to eat after, 9 have a rea;/)roéﬂem with that and 9 acz‘uﬂ@ et é/ﬂ/?l"ﬂﬂ‘ﬂé/ about it 9
start crying, and 9  get ﬁmgy /Jiﬂ’ﬂf/ off about it, an marijuana is the onf fﬁz’nj that E//JJ’ me, Znd 9 told my
fam@ doctor about it and her resfonse was; “I'm open lo it, however 9 thin 570% ook fine ;ﬂyﬁf now and when
you re Mﬂ@ to come hack to me, let's say you &ﬁﬂop a whole bunch 0][ weig £ like vou did when you had PCP
[rneumonia, then we could talk about it then.”. .. So 9'm  gettin the impression ¢ at she's sayin that 9 have to
wait until 9'm practically @i@ to get it Znd 9 don’t think that's fair.”

"Those fpersons in our lives that we met that think it's all about gettin ﬁgﬁ often misunderstand that that high
often relieves us of the tears, of hurt, of stress, of ﬁw’nj with a terminal illness and a lof of other fﬁinjs in our /J@
lives, 9t's very Jpecia/ p/fmf that nature is oﬁ[em’nj us, Somehow, the society has to come to grips with ﬁﬂeeirg

nature to man,

"9 would also like to have it ﬁﬂfé/]{oi" or e reimbursed because we have to take it out of the food éw@ez‘, Tﬁ@
could at least ;ﬂep/ﬂce the food éuﬁ@ef or give us the money upﬁﬂom‘, 9t would be nice if fﬁey did that "

"9 want to be able to purchase consistency in fﬁz/wa&/ucf, 9 want to do ifmfe@, .. Y there is a better way to be
able to ﬂffom/ it and do this /eﬂﬂ@, 9 worry a out who 3'ﬂ0inﬂ to know, am 9 joz’nﬂ to get cmgﬁf, you know,
and ejﬁecm@ jving in small fown, "

"9 think that the concern is ﬂcceyj'iéi/ify and aﬁ[om/ﬂéiﬁ;, 9 you are using it for medicinal reasons, well, like
with my other medications, my H9 V&/ygy are all covered, the stuff 9 nee//gr side effects ave all covered. .. So
if we are  going lo fa/éénm‘ medicinal cannalyis, then let's treat it like any other medicine that we take."

"9 helieve J'frory@ in the riﬂﬁf for humans to have access to what nature pmw'f/ey, .. 95 not for eueiyéo@ but

it's forme.”



Cannabis as Therapy for People Living With HIV/AIDS: “Our Right, Our Choice”



TABLE oF CONTENTS

P rETACE ... .o I
EXE@CULIVE SUMIMANY ..ot Y
INErOAUCTION ..o e 1
Brief Overview of the Methodology ..........coooiiiiiiiiii e, 5
A. Purpose of the Project 5

B. Guiding Principles 5

C. Methodology 6

i. National Steering Committee 6

ii. Legal Analysis 6

iii. Consultations 6

a. Focus Groups 7

b. Consultation Questionnaire 7

iv. Key Stakeholder Interviews 8

Brief Overview of the SCIENCE ...........cooeeeiiiiieeeeeee e, 9
A. Management of HIVV/AIDS Related Symptoms 9

i. Appetite Loss 9

ii. Nausea and Vomiting 9

iii. Neuropathic Pain 10

B. Herbal Cannabis versus Pharmaceutical Products 10

C. Adherence to Drug Therapy 11

D. Long Term Effects of Cannabis 11

i. Effects on the Lungs 11

ii. Effects of Contaminated Cannabis 12

iii. Effects on the Immune System 12

E. Cannabis as Therapy for People Living with HIV/AIDS 13
Legal Access to Cannabis for Medical Purposes in Canada.................cccccooeeeenne 17
A. The Canadian Constitution 17

B. The Birth of the Marihuana Medical Access Regulations (MMAR) 18

C. Physicians as Gatekeepers to the Program 21

D. The Reform of the MMAR 22

E. The Current Status of the MMAR 24
Policy Considerations and Recommendations .................ooooiiiiiiiiciiiee e 29
A. Evaluation and Accountability of The Federal Medical Cannabis Program 29

B. Involvement of Key Stakeholders in the Policy Dialogue 31

C. Lack of Awareness and Misinformation about the Federal Medical Cannabis Program 31

D. Federal Medical Cannabis Program’s Application Renewal Process 33

E. Reluctance of Physicians to Participate in the Program 34



Cannabis as Therapy for People Living With HIV/AIDS: “Our Right, Our Choice”

i. Cannabis is Not an Approved Drug
ii. Safety and Efficacy of Cannabis
iii. Medical Associations” Communications to Physicians
iv. Physicians’ Attitudes and Knowledge Regarding Medical Cannabis Use
F. Stigma and Discrimination
G. Thwarting of Research
H. Thwarting of Information Regarding the Medicinal Use of Cannabis
I.  Access to a Source of Cannabis
i. The Cannabis Grown for the Government
ii. Personal Licenses to Produce Cannabis for Medical Purposes
a. Costs to Set Up, with No Financial Compensation
No Other Legal Option Should Crops Fail
No Access to Testing to Ensure the Cannabis is Safe
Issues Regarding Home Insurance
MMAR Calculations for the Limit on the Number of Plants
f. Local Efforts to Crack Down on Grow-Ops
iii. Designated Person License to Produce
iv. The Government’s Plan to Phase Out Licenses to Produce
v. Compassion Clubs
vi. Safety and Quality of the Product
vii. Cost of Cannabis for Medical Purposes

® o0 o

Future of Medical Cannabis iNn Canada..........coouo e

A. Herbal Cannabis and the Development of Cannabis-Based Pharmaceuticals
B. The Proposed Pharmacy Distribution
i. Interview with Health Canada
ii. Interview with a Pharmacist
iii. Will pharmacy distribution work?
C. Exploring Other Models of Distribution
I. Proposed Community Garden
D. Cannabis as a Complementary Therapy
i. Use of Complementary Therapies by People Living with HIV/AIDS
ii. The Status of Naturopathic Doctors
ili. Cannabis as a Natural Health Product

Conclusion and RecommendatioNsS..........ooveeee oo

A. Summary of Recommendations
B. Concluding Remarks

APPENAICES ...,

Appendix A — List of Key Stakeholder Interviews
Appendix B — Key Passages from the Decision in R. v. Parker (2000)
Appendix C — Key Passages from the Decision in Hitzig et. al v. Canada (2003)

35
37
39
40
41
43
45
46
47
48
48
49
49
50
50
51
52
53
55
58
59

65
65
66
66
67
68
68
68
68
69
70



EXECUTIVE SUMMARY

Who We Are

The Canadian AIDS Society is a national co-
alition of 125 community-based AIDS service
organizations across Canada. We are dedicated
to strengthening the response to HIV/AIDS across

all sectors of society, and to enriching the lives of
people and communities living with HIV/AIDS.

Description of the Project

We received funding from the Public Health Agency
of Canada to study the barriers to access to cannabis
for medicinal purposes for people living with HIV/
AIDS. We conducted an extensive consultation of
people living with HIV/AIDS from across Canada
through focus groups and a widely distributed ques-
tionnaire. This executive summary provides an
overview of a policy paper! that outlines the barriers
to access to the federal medical cannabis program,
to a legal source of cannabis, and to adequate infor-
mation and services. Recommendations are made to
address these barriers so that people living with HIV/
AIDS can treat themselves without fear of criminal
prosecution, with a safe and affordable source of can-
nabis, with adequate information to make informed
decisions, and with the necessary support to optimize
their health.

“Our Right”

Legal, Regulatory and Policy
Complexities

In Canada, cannabis (marijuana) remains a controlled
substance subject to the Controlled Drugs and Sub-
stances Act, which prohibits possession, cultivation,
trafficking, possession for the purpose of trafficking,
importation and exportation.

Cannabis is a plant and would normally be con-
sidered a natural health product subject to the Natural
Health Products Regulations were it not for its des-

ignation as a controlled substance. Law reform re-
garding personal adult use of cannabis has been con-
sidered in Canada but has yet to manifest. The only
other option for herbal cannabis to become widely
available for medical use would be for it to be sub-
jected to the drug approval process. If approved as
a drug, cannabis could then be prescribed by physi-
cians and reimbursement of costs to seriously ill Ca-
nadians could be considered under provincial health
insurance programs.

However, the approval of herbal cannabis as a drug
is unlikely so long as a criminal prohibition on can-
nabis use is maintained. The drug approval process is
governed by the Food and Drug Regulations (FDR).
The typical process by which new drugs enter the
therapeutic marketplace involves a “drug sponsor”
who has identified a potentially therapeutic mo-
lecular compound from which the sponsor ultimately
hopes to profit. Bringing a new drug to market is ex-
pensive, and both the criminal law and the law of
intellectual property (i.e. patents on plant products)
have served as disincentives for the initiation of drug
development and approval by drug sponsors.

However, some pharmaceutical companies have
shown an interest in developing cannabis-based
products. The focus of research and development has
been on synthetic derivatives, and in the next decade
one may expect to see a variety of synthetic cannabis-
based medicines on the market. Regardless of the

"9 believe stron @ in the @ﬁf for humans to
have access to what nature praw'ﬂéy, .. 9's not

for eue;yéo@ but it's for me,”

"9 helieve we all have a @ﬁf fo our own
fﬁem/}y, whether it's medical marijuana or
whether it's narcotics /;m’criée// @ our doctors,”

—Focus group participants



Cannabis as Therapy for People Living With HIV/AIDS: “Our Right, Our Choice”

availability of pharmaceutical products derived from
cannabis, some seriously ill Canadians will continue
to opt for herbal cannabis, thus the importance of ad-
dressing the barriers to access to the federal medical
cannabis program.

Use of Cannabis for Medicinal
Purposes

As many as 14% to 37% of people living with HIV/
AIDS use cannabis to help manage symptoms such
as appetite loss, wasting, nausea and vomiting, pain,
anxiety, depression and stress, among others. It is
also estimated that several thousand Canadians use
cannabis for medicinal purposes for conditions such
as multiple sclerosis, side effects of chemotherapy
for cancer, severe pain due to arthritis or spinal
cord injury or disease, seizures due to epilepsy and
others.

The Federal Medical Cannabis
Program

As aresult of a legal challenge, our courts have ruled
that a person has a constitutional right to access can-
nabis for medical purposes without fear of criminal
prosecution, and that a person has the freedom to make
decisions that are of fundamental personal impor-
tance without interference from the state. In response
to this court decision, Health Canada introduced the
Marihuana Medical Access Regulations (MMAR) in
2001, which enable compassionate access to cannabis
for people who are suffering from serious illnesses
and related symptoms. Canada is among a handful of
countries that have made cannabis available to its se-
riously ill citizens. The learning curve has been steep
and groundbreaking.

Barriers to Legal Access

Despite estimates that thousands of seriously ill Ca-
nadians use cannabis for medicinal purposes, only
1399 persons are currently legally authorized to
possess cannabis for medical purposes. Only 26%
of the medicinal users of cannabis we consulted had
obtained an authorization to possess cannabis for
medical purposes. Access to the federal program
remains hindered by barriers such as a lack of
awareness of the program’s existence, mistrust in the
government, misinformation about the program and
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difficulty in finding a physician to support their ap-
plication. Thousands of seriously ill Canadians must
therefore choose between breaking the law to use
the therapy of their choice, or going without, which
in many cases compromises their well-being and
quality of life.

Access to a legal, safe and affordable source of can-
nabis is also severely hindered due to the limited
options available to people who obtain the legal au-
thorization to possess cannabis for medical purposes.
Access to adequate information and services related
to this treatment is minimal to non-existent, making
it difficult for people to make informed decisions
about their therapy and to optimize their care.

The Medical Profession’s Reluctant
Participation

The medical community has been reluctant to par-
ticipate in the federal medical cannabis program be-
cause of the lack of information it has regarding the
medical use of cannabis. Until adequate research is
conducted and the arduous drug approval process is
undertaken, participation by physicians in the federal
medical cannabis program will remain severely
hampered. Drug approval would facilitate physi-
cians’ support of cannabis use, access to cannabis for
medical purposes, and reimbursement of costs for
medical users.

It is critical that clinical research be conducted, oth-
erwise the federal medical cannabis program will
remain a special access program rife with unnec-
essary regulatory and bureaucratic barriers. Special
access programs are used extensively for physicians
to obtain experimental drugs for people living with
HIV/AIDS. They are designed to allow physicians
to secure unapproved drugs for seriously ill patients.
The application process requires physicians to outline
why the unapproved drug is the “best choice” and
whether other therapies have been “considered, ruled
out and/or failed to achieve an adequate choice”. The
federal medical cannabis program is designed along
the same lines.

Thwarting of Research

Prohibition has thwarted research into the therapeutic
properties of cannabis in its herbal form. Researchers



have been reluctant to initiate studies due to the bur-
densome regulatory and bureaucratic processes re-
quired to gain access to a legal source of cannabis
with which to conduct their research, as well as the
stigma associated with cannabis use, especially in
smoked form.

More research is needed regarding the management
of HIV/AIDS related symptoms with cannabis, can-
nabis versus pharmaceutical products, adherence to
antiretroviral therapy, and long term effects of can-
nabis use. It is clear that more research is needed
using cannabis in either smoked or vaporized form.
Long-term studies on the effects of cannabis on the
immune system and on antiretroviral medications, as
well as studies on the direct effects of cannabinoids
on the CD4 cell counts and viral loads need to be
conducted to determine the long term safety of can-
nabis use for people living with HIV/AIDS. The ef-
fects of different strains must also be studied.

Research can greatly be enhanced by involving com-
munity groups or organizations such as AIDS service
organizations or compassion clubs, from the devel-
opment of the research protocol to the dissemination
of results from a clinical trial. An innovative ap-
proach to clinical trials entails creating a community
advisory committee to obtain input directly from the
population one wishes to study. Such a committee
can also assist with recruitment. Community-based
research also has an important role to play in contrib-
uting to the greater body of knowledge.

“Our Choice”
Limited Choices of Product

Despite the existence of the federal medical cannabis
program and of the MMAR, legal choices for autho-
rized persons to have access to a safe and affordable
source of cannabis remain severely limited: they can
purchase the cannabis grown by the government, they
can purchase seeds from the government and grow
their own cannabis, or they can designate a person
to grow for them and only them. The majority of the
people we consulted relied on illegal sources for their
supply of medicinal cannabis: 62.5% of respondents
obtained cannabis from “a friend or someone they
know”, 35.9% from a compassion club, 30.8% from
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street dealers, and 8.5% grew their own cannabis
without a license. Note that almost half the respon-
dents reported that they obtain cannabis from more
than one source.

The Government’s Cannabis

The cannabis grown under contract for the gov-
ernment has received much media attention and
has been subject to much criticism. Changes to the
product continue to be made based on feedback re-
ceived from the people who are using the product.
The number of people ordering cannabis from the
government remains low. Only 1.7% of the me-
dicinal users of cannabis we consulted reported
that they obtain their supply from the government.
Considering the current public attitude towards the
government’s cannabis, the fact that the government
only provides one strain of cannabis to authorized
persons, and the government’s expressed intention to
eventually phase out licenses to produce, we are con-
cerned that people living with HIV/AIDS will have
to continue to break the law to supply themselves
with cannabis for their medicinal purposes, perhaps
at an even greater proportion than is currently the
case. We favour providing authorized persons with a
variety of legal options and products. Offering only
one legal source and only one strain of cannabis for
distribution to authorized Canadians may not be a
constitutionally adequate alternative to the diverse
supply currently available to them through licenses
to produce, unauthorized compassion clubs, or within
the black market.

Licenses to Produce

Our consultation revealed that 8.5% of medicinal
cannabis users had obtained a license to produce
cannabis for medical purposes, and 4.3% had a des-
ignated producer. Health Canada has stated that its
vision is to eventually phase out licenses to produce
cannabis for medical purposes and to make the
government’s cannabis available through Canadian
pharmacies. While we support the development of
pharmacy distribution of medical cannabis, we do
not support eliminating legal options for authorized
persons. We support a person’s choice as to how they
wish to obtain cannabis for their medicinal needs, ac-
cording to what best suits their individual needs.

vii
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For many, the decision to grow their own cannabis
is purely economical, and they are likely to continue
growing their own until other provisions are made to
assist them with the costs. Producing their own can-
nabis also enables people to choose the strains that
work for them and to control the conditions under
which the cannabis is grown. Some people tell us
that they will continue to produce cannabis for them-
selves regardless of whether or not they can obtain
a license, which is also alarming. Seriously ill Ca-
nadians should not be forced to hide and ‘go under-
ground’ to have access to the therapy of their choice.
Moving toward further limiting legal options for se-
riously ill Canadians without financial compensation
is a step backward in ensuring legal access to the
treatment of their choice without fear of prosecution,
and we question the constitutionality of doing so.

Community-Based Distribution of Cannabis

Eventually, Canada has to develop an adequate model
for the distribution of legal, safe and affordable
medical cannabis to ensure that seriously ill Cana-
dians do not continue to rely on the black market as
their source of cannabis. Based on our community
action principles? of empowerment, community
support, self-help, holistic approach, accountability,
harm reduction and greater involvement of people
living with HIV/AIDS, we favour a not-for-profit,
community-based model of distribution of medicinal
cannabis and of its related services. Some compassion
clubs (medicinal cannabis dispensaries) in Canada
meet these principles, and the more established clubs
have developed guidelines for operational standards
that all clubs can voluntarily adhere to. These orga-
nizations also offer a number of different strains and
alternatives to smoking, and are currently serving
more than 10,000 Canadians. Other models, such as
community gardens run by and for people who use
cannabis as therapy, could also be considered. We
will continue to advocate for operational standards of
compassion clubs, especially with regard to quality
control of the cannabis they provide, and for their
inclusion in a legal system of distribution of cannabis
for medical purposes. We do not exclude other ways
of distributing cannabis for medical purposes, for
example through the pharmacy distribution model
proposed by Health Canada. However, we believe in
providing options to people to best suit their needs.
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Informed Choice

The Canadian AIDS Society is driven by community
action principles. People living with HIVV/AIDS must
be directly involved in the decisions that affect their
lives and in the organizations that serve their needs.
Canadians told Commissioner Romanow? that they
want to take charge of their health care. We need to
provide them with the resources to make informed
choices, and with safe and affordable products.

”Mmgy peo/zé are in a situation where the
have to break the rules fo be able fo mpﬁi

themselves, "

—Focus group participant

As with any activity that is forced underground, the
prohibition on cannabis has resulted in a societal si-
lence on the subject its use for medicinal purposes.
People do not discuss the use of cannabis openly,
except in closed circles, for fear of criminal pros-
ecution. Prohibition has an impact on the everyday
life of a person who uses cannabis for medicinal
purposes. The silence that surrounds cannabis use
results in a lack of information for people who use it
for medicinal purposes.

The people we consulted expressed their need for
information when it came to all aspects of the use
of cannabis for medicinal purposes: scientific and
medical evidence of the therapeutic effects of can-
nabis, how to access cannabis for medicinal pur-
poses, the MMAR and the federal medical cannabis
program, alternatives to smoking, harm reduction
strategies, and more.

We have answered some of this call for infor-
mation by producing a series of fact sheets on Can-
nabis and HIV/AIDS, available on our web site at
<www.cdnaids.ca/cannabis>.

Stigma and Discrimination

The use of cannabis is associated with stigma in Ca-
nadian society. Medicinal users of cannabis are often
met with laughter, scepticism, or with negative reac-
tions, all of which may have negative consequences



on their everyday life. The federal medical cannabis
program and the ID cards that are issued to autho-
rized persons have helped to facilitate an acceptance
of the medicinal use of cannabis. They have also
brought some credibility and legitimacy to the use of
cannabis for medical purposes and helped improve
the image of cannabis use. These positive aspects of
enabling legal access to cannabis for medical pur-
poses are slowly shifting Canadians’ perceptions of
medicinal cannabis use, which in turn contributes to
the quality of life of the people who use it.

However, too many seriously ill Canadians remain
marginalized for the medicinal use of cannabis.
When people are forced into hiding for fear of stig-
matization or criminal repercussions, the unspoken
becomes a dark cloud over their lives. The fear-mon-
gering that has taken place around cannabis use in
this climate of prohibition has also fed the beast.
Breaking this silence and encouraging dialogue can
be challenging, and can go a long way to lifting the
smoke screen.

During our consultations, people described instances
when they felt discriminated against for their me-
dicinal use of cannabis both by their peers who do
not use cannabis for medicinal purposes and by the
medical system in general. Denying a seriously ill
person access to health care services is not only un-
ethical, it also violates the very essence of our uni-
versal health care system. In some cases, people can
be legally protected from certain forms of discrimi-
nation.

The Canadian AIDS Society is committed to dis-
seminating information about the use of cannabis for
medicinal purposes, to bringing forward the voices
of people living with HIV/AIDS and the realities
they face when they choose cannabis as part of their
therapy, and to encouraging dialogue on these im-
portant public health issues. We invite all of the key
stakeholders, including the government, to join our
efforts.

Purpose of this Policy Paper

The Canadian AIDS Society remains committed to
participating in consultations with the government
and other key stakeholders. Based on our ongoing
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consultations with people living with HIV/AIDS,
we will continue to work with Health Canada and
provide input into the federal medical cannabis
program so that it may better meet the needs of seri-
ously ill Canadians.

This paper is our call to action to all key stakeholders.
We must, as a collective, find a way to address the
barriers that prevent seriously ill Canadians from
having access to cannabis for their medicinal needs
without fear of prosecution, as is their right, and if it
is their informed choice.

1  Canadian AIDS Society. Cannabis as Therapy for People
Living with HIV/AIDS: “Our Right, Our Choice.” Full report
available from <www.cdnaids.ca/cannabis>.

2  Canadian AIDS Society. The Community Action Principles
of the Canadian AIDS Society. Adopted by the CAS Board of
Directors, May 1991. Amended December 2005. Available at
<www.cdnaids.ca/web/casmisc.nsf/cl/cas-gen-0051>

3 Romanow, Roy J. Commission on the Future of Health
Care in Canada. Building on Values: The Future of Health Care
in Canada. Final Report, November 2002.
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INTRODUCTION

s many as 14% to 37% of people living
Awith HIV/AIDS use cannabis® (marijuana)

to help manage symptoms such as appetite
loss, wasting, nausea and vomiting, pain, anxiety, de-
pression and stress.?3#® In Canada, as there are about
58,000 people living with HIV/AIDSS, this repre-
sents about 8,000 to 21,000 people. Other surveys
reveal that as many as 14%-16% of people with
multiple sclerosis,’ about 10% of people living with
chronic pain,® and 21% of people with epilepsy*® use
cannabis as part of their therapy. Some people with
severe arthritis and other on chemotherapy for cancer
treatment are also benefit from the use of cannabis.
It is often cited that there are approximately 400,000
Canadians currently using cannabis for therapeutic
purposes.*

Cannabis remains a controlled substance subject to
the Controlled Drugs and Substances Act, which pro-
hibits possession, cultivation, trafficking, possession
for the purpose of trafficking, importation, and ex-
portation. The Canadian government had proposed
a bill dictating that possession of under 15 grams of
cannabis would be subject only to the penalty of a
fine, but the bill was never passed and the current
Conservative government has no plans to reform
cannabis laws.

Our courts have ruled that a person has a constitu-
tional right to access medical treatment for a con-
dition representing a danger to life or health, without
fear of criminal sanction, and that a person has the
freedom to make decisions that are of fundamental
personal importance without interference from
the state.’? In response to a court decision in R. v.
Parker®3, Health Canada introduced the Marihuana
Medical Access Regulations, which were created to
enable compassionate access to cannabis for people
who are suffering from serious illnesses and related
symptoms and to meet constitutional needs. Canada
is the first country to establish such a program and is
among a handful of countries that has made cannabis
available to its seriously ill citizens. The learning
curve has been steep and groundbreaking.

Despite the fact that the Canadian government has
put in place a process through which people can
apply to use cannabis legally for their medical'
needs, access to the federal program and to a legal
source of cannabis remains hindered by barriers.
Access to information and services related to this
treatment is minimal to non-existent, making it dif-
ficult for people to make informed decisions and to
optimize their care. There are currently 1399 people
authorized to possess cannabis through the federal
program, a proportion of which are people living with
HIV/AIDS.* Most people who use cannabis for me-
dicinal purposes have not yet applied to the program
for various reasons which will be elaborated on in
this document.

Despite the existence of the federal medical can-
nabis program and of the MMAR, legal choices for
authorized persons to have access to a safe, legal
and affordable source of cannabis remain severely
limited: they can purchase the cannabis grown by the
government, they can purchase seeds from the gov-
ernment and grow their own cannabis, or they can
designate a person to grow for them and only them.
The government offers only one strain of cannabis,
and plans on phasing out licenses to produce, further
limiting legal options for authorized persons. Uptake
of the government’s cannabis remains low. Cannabis
clubs (compassion clubs) are not recognized as part
of a legal distribution system of cannabis, despite the
fact that they currently supply about 10,000 people.
Most medicinal users of cannabis, whether they are
authorized under the MMAR or not, continue to rely
on the black market for their source of cannabis. This
is an unacceptable source for their therapy of choices
as it places them at risk for their personal safety and
for criminal prosecution.

We, the Canadian AIDS Society, are a national co-
alition of 126 community-based AIDS service or-
ganizations across Canada. We are dedicated to
strengthening the response to HIV/AIDS across
all sectors of society, and to enriching the lives of
people and communities living with HIV/AIDS. We

1
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are driven by community action principles of em-
powerment, community support, self-help, holistic
approach, accountability, harm reduction and greater
involvement of people living with HIV/AIDS®*. We
were a member of Health Canada’s Stakeholder Ad-
visory Committee on Medical Marihuana, which
was established in October 2002 to provide its Drug
Strategy and Controlled Substances Programme
with timely advice on medical, scientific, regulatory,
policy and operational issues related to cannabis for
medical purposes. It was comprised of patient rep-
resentatives, medical professionals, law enforcement
officers, and researchers. The committee reviewed
the regulations and policies related to the MMAR.
Some changes were made to the federal program as a
result of these consultations.

Unfortunately, Health Canada disbanded the Stake-
holder Advisory Committee on Medical Marihuanain
October 2005, claiming that the committee’s mandate
had been fulfilled as the MMAR had been reviewed
and amended. Our National Steering Committee for
this project has expressed great concern about no
longer having a venue through which to provide input
into Health Canada’s regulations, policies and opera-
tional issues related to the federal medical cannabis
program. This concern is compounded by the fact that
most developments to the program have occurred as
a result of litigation through the courts rather than in
consultations with the government, which is not an
efficient process for developing public policy.

We set out on a journey across Canada to speak di-
rectly to people living with HIV/AIDS about the use
of cannabis for medicinal purposes. We conducted an
extensive consultation to understand first hand what
it is like for a person who is living with HIV/AIDS
in Canada when they choose to use cannabis as part
of their therapy, and documented their stories. This
policy paper provides a voice for people living with
HIV/AIDS who use, or want to use, cannabis as part
of their therapy, as well as the perspective of other
key stakeholders. Specifically, it outlines the barriers
to access to the federal program, to a legal source of
cannabis, and to required information and services.
Recommendations are made to address these barriers
so that people living with HIV/AIDS can treat them-
selves without fear of criminal prosecution, have
access to a legal, safe and affordable source of can-
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nabis, with adequate information to make informed
decisions about their therapy, and with the necessary
support to optimize their health.

Whether you are a person living with HIV/AIDS, a
front line worker in an AIDS service organization,
a volunteer with a community-based organization, a
policy maker, a law enforcement officer, a health care
professional, a public servant, an elected official, a
lawyer, or a person who is simply interested in this
issue, we trust that this document will be useful for
your purposes. More broadly, this document is a call
to action to all key stakeholders. We must, as a col-
lective, find a way to address the barriers that prevent
seriously ill Canadians from having access to can-
nabis for their medicinal needs without fear of pros-
ecution, as is their right, and if it is their informed
choice.

1 The terms ‘cannabis’ and ‘marijuana’ are used inter-
changeably throughout this document. Health Canada uses the
term ‘marihuana’. This spelling will be used when referring to
Health Canada documents or communications. We favour the
term ‘cannabis’, as it is the name of the plant.

2 Furler MD, Einarson TR, Millson M, Walmsley S, Ben-
dayan R. Medicinal and Recreational Marijuana Use by
Patients Infected with HIV. AIDS Patient Care and STDs.
2004;18(4):215-28.

3 Braitstein P, Kendall T, Chan K, Wood E, Montaner JS,
O’Shaughnessy MV, Hogg RS. Mary-Jane and her patients: so-
ciodemographic and clinical characteristics of HIV-positive in-
dividuals using medicinal marijuana and antiretroviral agents.
AIDS. 2001 Mar 9;15(4):532-3.

4  Ware M, Rueda S, Singer J, Kilby D. Cannabis use by
persons living with HIV/AIDS: Patterns and prevalence of use.
Journal of Cannabis Therapeutics. 2003;2:3-15.

5  Wesner B. The medicinal marijuana issue among PWAS:
Reports of therapeutic use and attitudes towards legal reform.
Working Paper No.3, Working Paper Series. Drug Research
Unit, Social Science Institute, University of Hawaii, Manoa;
1996.; Dansak DA. Medical use of recreational drugs by AIDS
patients. J Addict Dis. 1997;16(3):25-30. ; Fairfield KM,
Eisenberg DM, Davis RB, Libman H, Phillips RS. Patterns of
use, expenditures, and perceived efficacy of complementary
and alternative therapies in HIV-infected patients. Arch Intern
Med. 1998 Nov 9;158(20):2257-64.; Sidney S, Quesenberry CP
Jr, Friedman GD, Tekawa IS.. Marijuana use and cancer inci-
dence (California, United States). Cancer Causes Control. 1997
Sep;8(5):722-8.; Prentiss D, Power R, Balmas G, Tzuang G,



Israelski DM. Patterns of marijuana use among patients with
HIV/AIDS followed in a public health care setting. J Acquir
Immune Defic Syndr. 2004 Jan 1;35(1):38-45.

6  Public Health Agency of Canada. HIV and AIDS in Canada:
Surveillance Report to December 31, 2004. April 2005.

7  Clark AJ, Ware MA, Yazer E, Murray TJ, Lynch ME. Pat-
terns of cannabis use among patients with multiple sclerosis.
Neurology. 2004 Jun 8;62(11):2098-100.

8 Page SA, Verhoef MJ, STebbins RA, Metz LM, Levy JC.
Cannabis use as described by people with multiple sclerosis.
Can J Neurol Sci. 2003 Aug;30(3):181-2.

9  Ware MA, Doyle CR, Woods R, Lynch ME, Clark AJ. Can-
nabis use for chronic non-cancer pain: results of a prospective
study. Pain. 2003 Mar;102(1-2):211-6.

10 Gross DW, Hamm J, Ashworth NL, Quigley D. Marijuana
use and epilepsy: prevalence in patients of a tertiary care epi-
lepsy centre. Neurology. 2004 Jun 8;62(11):1924-5.

11 This estimate is based on one study conducted in Ontario
that found that 1.9% of the population aged 18 years and over
reported that they use marijuana for medical purposes (Og-
borne AC, Smart RG, Adlaf EM. Self-reported medical use of
marijuana: a survey of the general population. CMAJ. 2000
Jun 13;162(12):1685-6). This is most likely an underestimate.
In British Columbia alone, it is estimated that about 7%, or
290,000 people, use cannabis for therapeutic purposes (Robin
O’Brien, Member of Health Canada’s Stakeholder Advisory
Committee on Medical Marihuana, Personal Communication,
February 2004).

12 R.v. Morgentaler (1988), 37 C.C.C. (3d) 449,485 (S.C.C)
13 R.v. Parker (1997), 12 C.R. (5th) 251 (Ont. Prov. Ct.).

14 In this document, the term ‘medicinal’ is used to mean
‘having value for healing, helping and relieving’. The term
‘medical’ is used to refer to having to do with the science and
art of medicine. Admittedly, these terms tend to be used inter-
changeably.

15 The only available statistics provided from the govern-
ment’s medical cannabis program indicate that people living
with HIVV/AIDS represented the largest patient group under the
former Category 1 (terminal illness) of the program (38%), and
people living with HIVV/AIDS were the second largest group
under the former Category 2 (various illnesses and related
symptoms), at 24%, with people living with multiple sclerosis
patients representing 27%.

16 Canadian AIDS Society. The Community Action Principles
of the Canadian AIDS Society. Adopted by the CAS Board of
Directors, May 1991. Amended December 2005. Available at
http://www.cdnaids.ca/web/casmisc.nsf/cl/cas-gen-0051
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BriEr OvERVIEW OF THE METHODOLOGY

A. Purpose of the Project

l ' nder the Canadian Strategy on HIV/AIDS
(now called the Federal Initiative on HIV/
AIDS), a “Legal, Ethical and Human Rights

Fund” was set up to fund projects that promote social
justice through legal and policy approaches to HIV/
AIDS that respect, protect and fulfill the rights of
people living with HIV/AIDS and that facilitate pre-
vention, care, treatment and support. This project on
cannabis as therapy examines the legal, ethical and
human rights issues related to access to medicinal
cannabis, as well as the effects of the current regu-
latory environment on the everyday life of people
living with HIV/AIDS. The results of this work
will contribute to the design of programs that are
developed along the prevention care continuum for
people living with HIV/AIDS.

This project gives people with HIV/AIDS a voice to
express the realities in terms of facilitators and bar-
riers they face when choosing to use cannabis as part
of their treatment and care. Its goals are:

e to examine the issues related to the use of can-
nabis as therapy that people living with HIV/
AIDS face, and make recommendations for ad-
dressing those concerns through the legislative
and related policy initiatives; and

e to develop a resource for use by people living
with HIV/AIDS and the HIV/AIDS community
that outlines the current regulations regarding
access to medicinal cannabis based on existing
national and international legislation and regu-
lation.

To meet these goals, the Canadian AIDS Society, in
collaboration with the National Steering Committee
and the legal consultant, have used the information
collected:

e toproduce areportonthe legal, ethical and human
rights issues related to the use of cannabis  as
therapy for people living with HIVV/AIDS,;

e to develop a series of fact sheets for people living
with HIV/AIDS, which will also be useful in

building the capacity of CAS” member organi-
zations to provide information to people living
with HIV/AIDS regarding the use of cannabis as
therapy; and

e to develop a plan of action to address the barriers
to access and the effects of the current regulatory
environment on people living with HIVV/AIDS.

B. Guiding Principles

At the core of our principles, the Canadian AIDS
Society believes that people living with HIV/AIDS
should have access to cannabis for therapeutic pur-
poses in the treatment of HIV/AIDS! without fear of
prosecution. From the point of view of constitutional
rights, it is not necessary to find extensive clinical
research proving that cannabis is therapeutically ef-
fective, although the evidence regarding cannabis ef-
ficacy in managing HIV/AIDS-related symptoms is
mounting. It is sufficient that a person’s choice is rea-
sonable.? Guarantees of human rights and personal
safety are critical to the development and mainte-
nance of good health.?

We see health as more than the absence of symptoms
or disease. Good health encompasses physical, emo-
tional, mental and spiritual well-being, and is an im-
portant dimension of the quality of life as well as a
major resource for the social, economic and personal
development of individuals. Some uses of cannabis
may be therapeutic or beneficial for the person using
it but may not yet be recognized by the medical com-
munity.

We believe that persons living with HIVV/AIDS have
the right to be directly involved in all decisions that
affect their lives. As such, it is in everyone’s best in-
terests to obtain accurate information, to the best of
available knowledge, about the therapeutic properties
and potential risks of using cannabis. Each person
needs to analyze the benefits they get and the risks
they take when it comes to cannabis use. Providing
ple with tools for this self-assessment falls within a
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harm reduction and health optimization approach fa-
voured by the Canadian AIDS Society.

We believe that everyone must have equal access to
the therapies and services that they trust will provide
the most benefit to them, free from all forms of dis-
crimination and barriers. Access to cannabis for ther-
apeutic purposes is laden with barriers due to legis-
lative and policy complexities.

We are driven by our community action principles of
empowerment, community support, self-help, holistic
approach, accountability, harm reduction and greater
involvement of people living with HIV/AIDS.*
People living with HIV/AIDS must be directly in-
volved in the decisions that affect their lives and in
the organizations that serve their needs. We accept
and endorse the Principles of Greater Involvement
of People Living with or Affected by HIV/AIDS
(GIPA) as stated in the UNAIDS working definition.®
We have consulted people living with HIV/AIDS in
the context of this project and plan on their continued
involvement in future actions related to addressing
the barriers to access to cannabis for medicinal pur-
poses.

As members of the voluntary sector, the Canadian
AIDS Society is committed to assisting the federal
government in identifying issues and in achieving
its public policy objectives, as per the Accord Be-
tween the Government of Canada and the Voluntary
Sector.® We recognize the importance of dialogue be-
tween the two sectors and have included government
representatives in our consultations and as ex-officio
members on our National Steering Committee for
this project.

With these guiding principles in mind, the Canadian
AIDS Society has taken on the challenge of exam-
ining the legal, ethical and human rights issues related
to access to cannabis for medicinal purposes, as well
as issues related to the regulation of medicinal can-
nabis. We put forward recommendations to be con-
sidered regarding legislative and policy processes.

C. Methodology
I. National Steering Committee

A National Steering Committee was established to
bring together representatives from key stakeholder
groups. It was composed of 5 regional representa-
tives (Pacific, Prairies, Ontario, Quebec and At-
lantic), a representative from a compassion club’,
representatives from the cannabis community, two
medicinal cannabis users, a lawyer, a physician, a
pharmacist, and two ex-officio members. Some of
these representatives were members of our national
partners: Canadian HIV/AIDS Legal Network, Ca-
nadian Treatment Action Council, and the Canadian
Aboriginal AIDS Network. The ex-officio members
included a representative from Health Canada’s Mar-
ihuana Medical Access Division and a representative
from the Public Health Agency of Canada’s HIV/
AIDS Policy, Coordination and Programs Division.
Law enforcement organizations were also invited
but did not put forth a representative. The National
Steering Committee’s mandate was to direct and
provide recommendations on the development and
content of all aspects of the project.

Ii. Legal Analysis

Alegal consultant was hired under contract to conduct
a legislative and policy review and analysis of the
current legal context that people living with HIV/
AIDS have to work with to make decisions regarding
their care and treatment. The analysis included stra-
tegic directions and recommendations for possible
future actions that the Canadian AIDS Society could
pursue to address the barriers to access to medicinal
cannabis for people living with HIV/AIDS. The legal
consultant’s recommendations were taken into con-
sideration when putting forth the Canadian AIDS
Society’s recommendations. Excerpts from the con-
sultant’s report are included in this document.

iii. Consultations

People living with HIV/AIDS were widely consulted
though focus groups and a consultation question-
naire. The purpose of this consultation was:

e To identify the barriers to access to medicinal
cannabis and the effects of the regulation of can-
nabis on their everyday lives;



e To document the realities that people living with
HIV/AIDS face with regard to the use of can-
nabis as part of their therapy; and

e To identify their information needs regarding the
use of cannabis for medicinal purposes.

A consultation report which provides detailed results
of the responses to the questionnaire and the focus
groups consultations is available as a complement to
this policy paper.

a. Focus Groups

Focus groups were conducted across Canada in cities
in each of the 5 regions: Victoria, Saskatoon, Toronto,
Montreal and Halifax, as well as at the Annual Forum
for People Living with HIV/AIDS, which was held in
Ottawa. During the focus groups, some people were
brought in from outside the cities that were visited to
get better representation from outside urban centres.
The focus groups followed a single-category design
whereby participants had to be people living with
HIV/AIDS. A total of 42 people participated in the
focus groups. Most were medicinal users of can-
nabis, although a few were not.

The focus group sessions were facilitated and re-
corded for transcription purposes. The questioning
route used to guide the discussion during the focus
groups included questions on:

e how they use cannabis medicinally;

e how it has been for them to get cannabis for me-
dicinal purposes;

e whether they had applied to the federal medical
cannabis program and how that process was for
them; whether they have considered obtaining
their cannabis from the government’s source;

e what they think of the government’s plan to dis-
tribute cannabis through pharmacies;

e what their thoughts are on the new product “Sa-
tivex®”;

e whether they have discussed the use of cannabis
for medicinal purposes with their physician;

e how people react to their use of cannabis for me-
dicinal purposes;

e how the laws regarding cannabis affect their ev-
eryday life;
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e whether there are social, cultural or spiritual as-
pects to their use; and

e what their thoughts are as to what an ideal system
for medicinal cannabis in Canada could be.

The discussions were transcribed and analyzed by
the project consultant, with input from the National
Steering Committee. The main messages extracted
from these focus groups guided the development of
this report.

b. Consultation Questionnaire

A questionnaire was developed to collect infor-
mation on the medicinal use of cannabis from across
the country, to obtain better representation of views,
and to reach people living with HIV/AIDS who were
not currently using cannabis for medicinal purposes.
This was done to identify potential barriers that may
be preventing them from using cannabis should they
want to, in order to address these barriers in our plan
of action.

The questionnaire was widely distributed to the Ca-
nadian AIDS Society’s member organizations, par-
ticipants at the annual Forum for People Living with
HIV/AIDS, compassion clubs across Canada, and
email lists pertaining to medicinal cannabis as well
as issues related to HIV/AIDS. It was also posted and
available on the Canadian AIDS Society’s web site.
An article appeared in an issue of Cannabis Health
magazine describing the project and inviting people
to participate in the focus groups and questionnaire.
Each participant of the focus groups also completed
the questionnaire. Some physicians displayed the
questionnaire in their office for their patients. We
compiled a total of 197 completed questionnaires.
We do not claim to have a random sample of people
living with HIV/AIDS. We consulted as many people
as possible through a convenience sample within the
constraints of our resources. The questionnaire was
also available online. The questionnaire results were
analyzed using SPSS 13.0 for Windows software to
generate proportions and conduct cross-tabulations.
The focus group transcripts were used to complement
the data collected with the questionnaire. The tran-
scripts added depth and personal stories behind the
issues and identified additional issues not captured
by the questionnaire.
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Iv. Key Stakeholder Interviews

Key stakeholders in the context of medicinal can-
nabis for people living with HIV/AIDS were iden-
tified and interviewed. The list of people interviewed
is available in Appendix A. Questions specific to
each key stakeholder were developed. The interviews
were recorded and transcribed, and were considered
in the development of our recommendations. Ex-
cerpts from these interviews are included throughout
this document.

1  Canadian AIDS Society. Position Statement on HIV/AIDS
and the Therapeutic Use of Cannabis. May 20, 2004. Available
from: <www.cdnaids.ca/web/position.nsf/cl/cas-pp-0021>.

2 Wakeford v. Ontario (1998) 166 D.L.R. (4") 131, 135-6,
138-9 (Ont.Gen.Div).

3 Canadian AIDS Society. Our Core Beliefs and Values.
Available from: <www.cdnaids.ca/web/casmisc.nsf/cl/cas-gen-
0050>.

4  Canadian AIDS Society. The Community Action Prin-
ciples of the Canadian AIDS Society. Available from: <www.
cdnaids.ca/web/casmisc.nsf/cl/cas-gen-0051>.

5 UNAIDS. From Principle to Practice: Greater Involvement
of People Living with or Affected by HIV/AIDS (GIPA). Sep-
tember 1999.

6  \Voluntary Sector Initiative (Canada). A Code of Good
Practice on Policy Dialogue: Building on An Accord Between
the Government of Canada and the Voluntary Sector. October
2002.

7 Compassion clubs or cannabis clubs are establishments
that provide cannabis for medicinal purposes to seriously ill
Canadians, usually with proof of diagnosis and/or a physician’s
signature on the application form. These clubs vary in size, or-
ganizational structure, and in the services they provide. They
are currently not officially recognized and are not legal estab-
lishments, though clubs that adhere to certain procedures have
yet to be successful prosecuted.



BrIEF OVERVIEW OF THE SCIENCE

Cannabis has been used for millennia for
a variety of medicinal purposes. The ear-
liest well-documented evidence of cannabis
use dates back to 4000 BCE. In Asian and Middle
Eastern countries, cannabis has been used for at least
2,500 years. It was introduced into Western medicine
in the late 1830s. Cannabis had been widely used as
a medicine until the pharmaceutical revolution of the
20" century, combined with a criminal prohibition,
obscured the therapeutic benefits of the plant. The
criminalization of cannabis in Canada in 1923 ef-
fectively put an end to the medical applications of
this plant, and its continued criminalization has ef-
fectively thwarted research into its effects, with the
exception of research designed to investigate the al-
leged harms of the plant in hopes of justifying the
prohibition. However, since the 1970s, there has been
a resurgence of interest in the use of cannabis for me-
dicinal purposes, as people discovered its capacity to
control some of the symptoms associated with major
debilitating illnesses.!

A. Management of HIV/AIDS Related
Symptoms

The scientific literature exploring the therapeutic
potential of cannabis for symptom management re-
lated to HIV/AIDS is growing. We provide a brief
summary of the current scientific literature regarding
the use of cannabis by persons living with HIV/AIDS
as it relates to appetite stimulation, nausea, and neu-
ropathic pain. This is not an exhaustive review and is
meant to provide the reader with some context. For
the latest summary of published research on cannabis
and cannabinoids? from the international literature,
we invite you to consult the Canadian Consortium
for the Investigation of Cannabinoids’ Web site at
<www.ccicnewsletter.com>.

i. Appetite Loss

Appetite loss often results from HIV/AIDS or from
medications. Severe appetite loss can lead to signif-
icant weight loss and wasting. Wasting syndrome is

one of the primary killers of people with AIDS. It
is defined as the involuntary loss of more than 10%
of baseline bodyweight and results from cachexia
(wasting), which causes a disproportionate loss of
lean tissue mass and starvation resulting from food
or nutrient deprivation. In 1991, an open pilot study
was published which revealed that Marinol® (syn-
thetic THC) led to increased weight gain in a ma-
jority of subjects.® These findings were supported by
a controlled trial of 88 people with AIDS that found
that Marinol® was significantly superior to placebo
in improving appetite, with a tendency toward weight
gain, with 75% of adverse effects falling within the
mild/moderate categories®.

Although there is a wealth of anecdotal evidence
which suggests the success of smoked cannabis in
appetite stimulation (i.e. “the munchies”), few sci-
entific studies have been conducted on this rela-
tionship. Those studies which have been published
have been limited to laboratory settings with few pa-
tients, and have found significant increases in body
weight, appetite, and food intake®. The Ontario HIV
Trial Network has recently provided funding for a
study on the effects of smoked cannabis on body
weight, food intake, and appetite stimulation in HIV/
AIDS. The researchers had suggested an open-label,
single-arm, dose titration study. Since the approval
by the OHTN, the importance of conducting a larger
clinical trial has lead the investigators to rework the
protocol.®

Ii. Nausea and Vomiting

The severity of AIDS wasting syndrome is com-
pounded by the fact that the protease inhibitors (an-
tiretroviral drugs) which form an integral part of the
current treatment of the disease often lead to extreme
bouts of nausea and vomiting, similar to that expe-
rienced by cancer patients following chemotherapy.
Cannabis has been found to act as an efficacious anti-
emetic. In fact, in a 1991 study, Doblin found that
44% of surveyed oncologists had recommended the
use of cannabis as a treatment for nausea.’” In a review
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of six separate studies conducted by in the U.S., can-
nabis was found to be “effective in reducing or elim-
inating nausea and vomiting following cancer che-
motherapy.”® Moreover, the studies showed smoked
cannabis to be equal to, or more effective, than Ma-
rinol® for this indication. Similarly, in a non-ran-
domized trial with subjective assessment of nausea/
vomiting, smoked cannabis was found to be very ef-
fective (34%) or moderately effective (44%).°

iii. Neuropathic Pain

Anecdotal evidence supports the view that cannabis
does have positive benefits for neuropathic pain. This
form of pain is defined as follows:

Neuropathic pain occurs when nerves them-
selves sustain injury. It is often experienced
as a burning sensation that can occur in re-
sponse to even a gentle touch. Neuropathic
pain does not usually respond to narcotic
painkillers, which may relieve other types of
pain. Antidepressant or anticonvulsant drugs,
as well as certain surgical procedures, may
improve some cases of neuropathy.'

As was noted by the 1997 National Institute on Drug
Abuse (NIDA) workshop on medical cannabis:
“Neuropathic pain represents a treatment problem for
which currently available analgesics are, at best, mar-
ginally effective. Since delta-9-THC is not acting by
the same mechanism as either opioids or non-steroidal
anti-inflammatory drugs, it may be useful in this inad-
equately treated type of pain.”** Although one study
found that Marinol® (synthetic THC) was largely
ineffective in treating patients with refractory neu-
ropathy,*?ithasbeencriticized asitdid not consider the
possible therapeutic effect of the other cannabinoids.
In this vein, a series of double-blind, randomized,
placebo-controlled single-patient crossover studies,
which compared three different whole-plant extracts
against placebo for patients with intractable neuro-
genic symptoms, concluded that cannabis extracts
can improve neurogenic symptoms that are unre-
sponsive to standard treatments, with well-tolerated
adverse effects.”® Other recent short-term studies
found similar promising results with Sativex® on
neuropathic pain.** Moreover, a recent two-week
study of a synthetically manufactured cannabinoid
(CT-3) proved efficacious in treating neuropathic
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pain, which is significant since this particular can-
nabinoid was designed to function without psycho-
active effects.’

One study which was recently completed by Dr.
Donald Abrams studied the effect of smoked can-
nabis on sixteen people living with HIV/AIDS with
painful nerve damage in their hands and feet. Abrams
has reported that the preliminary findings “are very
suggestive that there was a benefit to smoked mari-
juana.”’¢

B. Herbal Cannabis versus
Pharmaceutical Products

Synthetic THC, in the form of Marinol® (dronabinol)
and Cesamet® (nabilone), has been indicated for
nausea and vomiting resulting from chemotherapy.
Moreover, Marinol® has been further indicated for
appetite stimulation in the treatment of AIDS wasting
syndrome. Many of the early studies on the anti-
emetic and appetite stimulant properties of cannabis
were conducted solely with Marinol®. However,
more recently, under a more sympathetic climate,
studies have begun to investigate the safety and ef-
ficacy of smoked cannabis, on its own and in relation
to Marinol® and other traditional drugs.

Although studies have shown that Marinol® and
smoked cannabis are similarly efficacious in treating
nausea and stimulating appetite, people living with
HIV/AIDS have been clear in their preference for
smoked cannabis.'” In a recent questionnaire study
of 160 HIV clinic patients and 19 compassion club
members in Toronto, Ottawa, and Montreal, 93%
of those patients who used both Marinol® and can-
nabis (n=57) reported that they preferred cannabis.®®
A number of reasons for this preference have been
advanced, including:

e the high expense of Marinol® in relation to can-
nabis, which makes long-term use financially un-
feasible;®

e the ability for patients to titrate their doses using
cannabis;®

e the rapid onset of smoking the drug versus oral
ingestion;

e the difficulty of swallowing Marinol® during



bouts of nausea;*

e and the possible synergistic effect of the whole
cannabis plant, with the interaction of its nu-
merous cannabinoids, particularly cannabidiol
(CBD), which is absent from the THC-exclusive
Marinol®.?

A critical difference between the therapeutic applica-
tions of marijuana and of Marinol® lies in the route
of administration. Smoking cannabis has the ad-
vantage of rapid onset and efficient bioavailability.
Rapid onset is highly desirable in terms of combating
waves of nausea. More importantly, Marinol® is
absorbed through the gastro-intestinal tract, which
presents certain problems for patients in terms of
variable bio-availability. The metabolization of THC
produces a more psychoactive substance which tends
to induce dysphoria in patients.?

C. Adherence to Drug Therapy

Adherence to medications is of utmost importance to
HIV positive individuals in order to ensure long-term
suppression of the virus. As the medication is often
accompanied by unpleasant side effects, sticking to a
drug regimen can be a challenge for a chronically ill
person. Anecdotes of increased adherence with the
help of cannabis abound.?*

Research has been done in this area and shows that
mental health, substance use and adherence to medi-
cation are closely linked. One study found that people
living with HIV/AIDS who are depressed, suffering
from an anxiety disorder or panic disorder, and who
used drugs such as cocaine, cannabis, amphetamines
or sedatives, were more likely to be non-adherent
to their antiretroviral medication than those without
these mental health issues.?® Similarly, another study
showed that people on antiretroviral medications
who had missed at least one dose of their medication
in the past week scored significantly higher on a
hopelessness scale and reported more current use of
cannabis.?® However, these studies did not focus on
people living with HIV/AIDS who specifically use
cannabis to help with the side effects of their medi-
cation. Another study specifically sought to identify
the effects of cannabis use on adherence to antiret-
roviral therapy (ART). It found that the “medicinal
use of marijuana may facilitate, rather than impede,
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ART adherence for patients with nausea, in contrast
to the use of other illicit substances, which were as-
sociated with lower rates of ART adherence.”?” These
findings suggest that the use of smoked cannabis to
specifically help with nausea may be associated with
adherence to ART among people living with HIV/
AIDS.

D. Long Term Effects of Cannabis

Scientists have spent a great amount of time searching
for suspected harms associated with the use of can-
nabis in order to provide a foundation for current pro-
hibition policies. The war on drugs has made it dif-
ficult to distinguish between legitimate and skewed
scientific study. Researchers have been able to find
ailments and diseases in rats exposed to high amounts
of cannabis, but, more often than not, these findings
are not replicated in human population studies, nor
are they reflected in epidemiological evidence in an
aging population of cannabis smokers.?

The fact that there may be harm associated with the
use of cannabis should not prevent cannabis from
being considered an important medicine. All drugs
have side-effects and in the realm of medicine, the
critical question is whether the harms outweigh the
benefits. Given the political nature of the debate, no
consensus has been reached with respect to the harms
associated with cannabis. Suffice it to say, even when
one takes the various claims of harm at face-value,
it is clear that cannabis has a wide margin of safety.
There has never been a recorded death directly at-
tributed to cannabis use and most of the documented
side-effects are not so grave so as to render cannabis
unsuitable for medical use. In fact, there is no known
lethal dose for cannabis or its major components in
humans.2%3031.3233 |t g estimated that one would need
to consume 1500 pounds of cannabis in 15 minutes
to die from it, and this has never been proven.

i. Effects on the Lungs

However, there are two suspected harms which
need to be explored in greater depth: effects on the
pulmonary system, and impairment of the immune
system. Since the evidence in support of these claims
is tenuous and speculative, there is a need to conduct
further research. The need for confirmatory research
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is especially relevant with respect to effects on the
immune system and the potential impact of cannabis
use on persons already suffering from a compromised
immune system.

As for pulmonary risks, there is documented evi-
dence that chronic smoking of cannabis will lead
to bronchial impairment; however, there is no hard
evidence of emphysema or lung cancer.®* Most of the
research on pulmonary harm has been conducted by
Dr. Tashkin at UCLA. He has recently completed a
study examining over 64,000 patient files in which
he concluded that cannabis users did not develop
lung cancer at a higher rate nor die earlier than non-
users. The paper has yet to be published. At the July
2005 International Cannabinoid Research Society,
Dr. Tashkin presented his findings which showed
that even long-term use of cannabis does not cause
cancer of the lungs, upper airwaves or esophagus.®
Tashkin’s findings echo the findings of a large-scale
2004 study which found no increased risk of oral
cancer for cannabis smokers.*

Even if cancer is not a consequence of long-term use
of cannabis, the non-cancerous forms of pulmonary
impairment from long-term smoking still present a
risk for people living with HIV/AIDS. Frequent use
can cause airway injury, lung inflammation and im-
paired defence against infection, which could be se-
rious in immunocompromised individuals.®

Pulmonary risks are increased when the cannabi-
noids are delivered by combustion and smoking.
However, there are measures of harm reduction for
those who choose to smoke cannabis. One interesting
option is the use of vaporizers, which release canna-
binoids by heating cannabis to a temperature short
of combustion, thereby eliminating or substantially
reducing harmful toxins that are present in cannabis
smoke.3® %

ii. Effects of Contaminated Cannabis

The risk of pulmonary infection is heightened when
patients smoke cannabis which may contain microbi-
ological contaminants, opportunistic fungi and other
adulterants.*® Microbiological contamination is an
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important factor to consider during the cultivation of
cannabis. Some measures exist to prevent the growth
of microbiological contaminants.

Iii. Effects on the Immune System

With respect to risks to the immune system from
smoking cannabis, one commentator has noted that,
“despite the many claims that marijuana suppresses
the human immune system, the health effects of mari-
juana-induced immunomodulation are still unclear.”*
With respect to persons living with HIV/AIDS, the
issue of immune suppression must be studied further
if cannabis is to be used for medical purposes. There
is an additional concern over the drug interaction be-
tween cannabis and the protease inhibitors used in
AIDS treatment, since both drugs are metabolized by
the same systems in the liver.*

However, in the most comprehensive study of the
issue,” involving 62 subjects who were taking
protease inhibitors (either indinavir or nelfinavir),
Dr. Abrams found that these patients did not expe-
rience significant virologic effects from cannabinoid
treatment (either smoked or oral) over the three week
study. “Our short duration clinical trial suggests ac-
ceptable safety in a vulnerable immune-compro-
mised patient population.” Moreover, patients who
were treated with cannabinoids actually gained more
weight than those who were on placebo. In concom-
itant studies, Bredt* found that there was no change
in immune system phenotypes or functions and
Kosel*® found no effect on the metabolism of pro-
tease inhibitors. Similar conclusions were reached
through oncological studies, which analyzed immu-
nologic markers in cannabis users.*®* Nonetheless,
despite these initial positive results, all of the authors
cautioned that longer-term studies were necessary.

While some research scientists continue to express
concern about cannabis and immune suppression,
other scientists are reaching the conclusion that can-
nabis has actually become an indispensable treatment
component for maintaining high adherence to anti-
retroviral drug regimens which are needed to sup-
press viral loads. Unfortunately, adherence to the
drug regimen is difficult for many patients. As Bayer
notes, “patients with AIDS often find that the medi-
cines they need to sustain their lives can produce side



effects so intolerable that they become reluctant to
maintain their treatments, or fail to take treatment
regularly.”#” One study of 160 HIV clinic patients
found that 71.3% suffered from adverse effects from
their antiretroviral drugs, causing 14.4% of them to
miss their doses. However, 27.5% of the patients re-
ported using cannabis or dronabinol to counteract
these adverse effects.® In a survey study within a
public health care system for HIVV/AIDS in northern
California, de Jong found that patients who suffered
from moderate to severe nausea and used cannabis
were more likely to adhere to their drug regimen than
those patients who similarly suffered from nausea but
did not use cannabis.*® This is particularly significant
since nausea and anorexia are frequently cited as
reasons for delayed or missed doses and discontinu-
ation of antiretroviral therapy.>

E. Cannabis as Therapy for People
Living with HIV/AIDS

Out of these studies, it has become apparent that
cannabis could be an essential complement to HIV/
AIDS therapy on account of its anti-emetic, appetite
stimulant, analgesic properties and others — so much
so that the 1999 report on medical cannabis by the
Institute of Medicine (I0OM) in the United States de-
clared that:

“For patients such as those with AIDS or who
are undergoing chemotherapy, and who suffer
simultaneously from severe pain, nausea, and
appetite loss, cannabinoid drugs might offer
broad-spectrum relief not found in any other
single medication.”>!

However, liberal access to cannabis as therapy will
always remain underdeveloped until the requisite
clinical research is conducted to uncover the ways in
which cannabis is therapeutically active and effective.
Both the historical record and current scientific un-
derstanding support the assertion that cannabis has
therapeutic value. However, there is a divergence of
opinion as to whether cannabis is a superior, inferior,
or even equally effective treatment for appetite loss,
nausea, cachexia (wasting) or neuropathic pain when
compared to other conventional pharmaceuticals.
While the renewed interest in the therapeutic prop-
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erties of cannabinoids is promising, there remain im-
portant gaps in the research, especially when it comes
to the therapeutic effects of smoked cannabis.
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| EcAL AccEess To CANNABIS FOR MEDICAL

PurposEs IN CANADA

the federal government to obtain legal autho-

rization to possess and cultivate cannabis for
medical purposes. As Canada has been a leader in
enabling legal access to medical cannabis, we outline
in considerable detail how the federal program came
to exist. Access to cannabis for medical purposes was
primarily developed in Canadian courts. As such, we
present the legal history that resulted in the current
regulations and policies. This section sets the stage
for the current regulatory and policy environment
that people have to manoeuvre in order to use can-
nabis legally as part of their treatment.

I n Canada, seriously ill Canadians can apply to

A. The Canadian Constitution

The Canadian Constitution does not explicitly guar-
antee a “right to health” or a “right to healthcare” as is
found in numerous international treaties and conven-
tions. Nonetheless, depriving someone of health care
may constitute a violation of equality rights under
section 15 of the Canadian Charter of Rights and
Freedoms, as well as a violation of the right to life,
liberty and security under section 7 of the Charter.
To date, there has been little success in utilizing the
Charter of Rights to secure health care entitlement;
however, in the late 1990s, seriously ill people did
manage to secure a constitutional entitlement to use
cannabis as therapy.

Prior to the medical cannabis breakthrough of the
late 1990s, the developing jurisprudence under the
Charter did not lay a promising foundation for an
entitlement to use cannabis as therapy. Without an
emerging constitutional right to health, the strategy
in the medical cannabis cases was to develop a “right
to choose medical treatment”, based upon notions of
autonomy and dignity already recognized in common
law and constitutional jurisprudence. At common
law, the doctrine of informed consent was predi-
cated on the notion that patients must have a right
to self-determination with respect to treatment and
that doctors serve the function of providing the reg-

uisite information to facilitate an independent choice
by the patient. Ultimately, the patient could make a
foolish choice as long as the physician provided the
patient will full disclosure of the risks and benefits of
a proposed treatment.

This deeply-rooted conception of autonomy in the
common law has crystallized into a constitutional
right under section 7. Autonomy in the choice of
medical treatment engages consideration of the “se-
curity interest”, which is protected under section 7.
The inclusion of the right to make autonomous deci-
sions as they relate to one’s bodily integrity within
the section 7 right to security of the person has been
supported by the Supreme Court of Canada. In the
Rodriguez case, dealing with the constitutionality of
the assisted-suicide prohibition, the Court stated:

There is no question, then, that personal au-
tonomy, at least with respect to the right to
make choices concerning one’s own body,
control over one’s physical and psycho-
logical integrity, and basic human dignity are
encompassed within security of the person, at
least to the extent of freedom from criminal
prohibitions which interfere with these.

In the Morgentaler case, dealing with the consti-
tutionality of the abortion prohibition, the Court
stated:

“Security of the person” within the meaning
of s. 7 of the Charter must include a right
of access to medical treatment for a con-
dition representing a danger to life or
health without fear of criminal sanction
(emphasis added).?

Autonomous choice with respect to medical
treatment also falls within the protection of a broader
conception of the liberty interest contained within
section 7 of the Charter. This broader conception has
been characterized as a freedom to make decisions
of a fundamental personal nature without undue state
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interference. The Supreme Court of Canada has ar-
ticulated this broader conception in the following
manner:

Freedom of the individual to do what he or
she wishes must, in any organized society,
be subjected to numerous constraints for the
common good. The state undoubtedly has the
right to impose many types of restraints on
individual behaviour, and not all limitations
will attract Charter scrutiny. On the other
hand, liberty does not mean mere freedom
from physical restraint. In a free and demo-
cratic society, the individual must be left
room for personal autonomy to live his or
her own life to make decisions that are of
fundamental personal importance (em-
phasis added).®

By elevating the common law right to make an au-
tonomous decision concerning one’s bodily integrity
into a constitutionally-entrenched right to liberty and/
or security, it is clear that the state must now have a
compelling reason to override the individual’s auton-
omous choice of treatment. Although little success
had been achieved in elevating a general right to
effective health care into a constitutional right, the
elucidation of the right to “liberty” and “security”
in section 7 of the Charter laid a strong foundation
for constitutionalizing the right to self-medicate with
cannabis. Liberty had been expanded to include the
right to make fundamental personal decisions (choice
of medical care) without unjustified government in-
terference (i.e. criminal charges), and security was
understood as the right to be free from state-induced
psychological stress (i.e. fearing that one’s choice
of treatment will occasion state punishment). With
cannabis remaining a controlled substance, people
who used cannabis for medicinal purposes faced
the possibility that their choice would be met with
criminal sanction, and it was clear that this state in-
terference constituted a violation of both liberty and
security. The only remaining uncertainty surrounded
the question of whether this violation was “in accor-
dance with the principles of fundamental justice.”

18

B. The Birth of the Marihuana Medical
Access Regulations (MMAR)

In 1997, in the Clay case, the first claim relating to
the constitutional dimensions of medical cannabis
use was brought in the context of a broader consti-
tutional challenge to the prohibition of cannabis. The
trial judge declined to address the constitutional argu-
ments relating to medical use on the basis that the ap-
plicant in that case was not a medical user. However,
the judge stated:

As an aside, Parliament may wish to take a
serious look at easing the restrictions that
apply to the use of marijuana for the medical
uses as outlined above as well as for allevi-
ating some of the symptoms associated with
multiple sclerosis, such as pain and muscle
spasm. There appears to be no merit to the
widespread claim that marijuana has no ther-
apeutic value whatsoever.*

Later that year, an Ontario Court judge issued a stay
of proceedings in relation to cultivation and pos-
session charges brought against an epileptic, Terry
Parker, who had been using cannabis for therapeutic
purposes.> As a remedy for the constitutional vio-
lation of Parker’s section 7 rights, the judge “read-
in” to the legislation a constitutional exemption for
individuals possessing and cultivating cannabis for
their personal medical use. Undoubtedly the case
was a resounding victory for medical cannabis advo-
cates; however, an appeal was quickly launched and
the status of the ruling was left in doubt.

Meanwhile, on September 8, 1998, an Ontario Su-
perior Court judge dismissed an application by James
Wakeford, a person living with HIV/AIDS, who was
seeking a constitutional exemption to permit him to
use cannabis medicinally. That judge agreed with
the trial judge in Parker that the criminalization of
the medicinal use of cannabis was not in accordance
with the principles of fundamental justice.® None-
theless, the judge in Wakeford dismissed the appli-
cation on the basis that the Crown had asserted that
there was a process by which Wakeford could obtain
an exemption for medicinal use. The Crown took the
position that section 56 of the Controlled Drugs and
Substances Act (CDSA) provided a valid exempting
process to enable him to legally possess cannabis



for medicinal purposes, and that Mr. Wakeford had
failed to avail himself of this opportunity. The judge
accepted the Crown’s assertion despite Wakeford’s
submission that the section 56 exemption process
was nothing more than an illusion. Although he dis-
missed that first application by Wakeford, the judge
noted:

It should be obvious by now that our society
must begin to seriously give consideration to
the medicinal benefits of marijuana. Medical
evidence and opinion, albeit not complete,
clearly indicate that the time has come to ex-
amine this sincerely. In the case at bar, anec-
dotal evidence was submitted that attempts to
demonstrate the many ways in which mari-
juana has brought medical assistance and
relief to persons suffering debilitating and
deadly ailments. These include prominent
professionals and others who suffer from
cancer, AIDS and epilepsy, to mention only
some. All speak of the relief and benefits
obtained from marijuana smoking during
their illnesses and treatment, all of which is
described as painful and debilitating until
then. In this regard they express the same
concerns as Mr. Wakeford as to the avail-
ability of “clean” and affordable marijuana.
All of these concerns are, in my view, valid
and ought to be dealt with by Parliament if
it has not done so or is not doing so. If such
is not the case, the courts of this land will,
without question, continue to be called upon
and expected to provide a remedy for this
very pressing and fundamentally important
issue. Unlike government, the courts do not
have the luxury of avoiding this difficult and
sensitive matter until a more suitable time.
Our duty is to decide such issues as they are
presented to us on a case by case basis. Such
an approach, in my opinion, cannot be either
satisfactory or the most beneficial to the in-
terests of our society.’

Six months later, in March 1999, Wakeford sought
a re-hearing of his first application on the basis that
the judge had been misled by the Crown as to the
relevance and operation of section 56 of the CDSA.
After hearing Wakeford’s fresh evidence, the judge
concluded that the section 56 exemption process was
indeed an illusory process. He stated:

At the time Mr. Wakeford filed his original
application in this matter, namely, February
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1998, there was no process whereby the Min-
ister of Health could have granted him an ex-
emption. This continued to be the case on Sep-
tember 8, 1998 when | released my judgment
... What is clear is that: (i) no process existed
within the Ministry of Health such that an ap-
plication for exemption by someone in the cir-
cumstances of Mr. Wakeford could have been
considered at the time of the original hearing
in this matter; and (ii) had Mr. Wakeford for-
mally applied for an exemption, the Minister
of Health had no real and meaningful way of
considering his application.®

The judge concluded that the exempting process
under section 56 was only now being developed as
a result of the original application brought by Wak-
eford; that is, it was in response to Wakeford’s ap-
plication that the “Interim Guidance Document” was
created. The Interim Guidance Document outlined a
rudimentary procedure whereby a physician would
submit a patient’s medical records to Health Canada
for evaluation. The physician did not necessarily
make any recommendation and medical examiners at
Health Canada, on behalf of the Minister of Health,
would determine whether it was medically sound to
authorize the person to use cannabis for medical pur-
poses. The judge ordered that Wakeford be granted
an interim constitutional exemption while his appli-
cation for an exemption was being processed under
the terms of the newly-created Interim Guidance
Document. The judge noted that “I continue to be
unable to decide whether the process is real in the
sense that it complies with the principles of funda-
mental justice.”

On June 9, 1999, Mr. Wakeford became the first re-
cipient of an exemption under section 56. From that
time, Wakeford began to repeatedly request that
Health Canada provide him with a supply of medical
cannabis and that the Government exempt his care-
givers from the operation of the criminal law. On
May 1, 2000, Ontario Superior Court Justice Wright
dismissed an application by Wakeford for relief under
section 24(1) of the Charter. The judge dismissed the
claim on the basis that Wakeford’s section 7 rights
had not been violated because Wakeford had always
been able to secure a supply of medicine. The judge
stated:
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In view of the fact that the Government does
not have, within Canada, a source of licit mar-
ijuana, and that the Government is moving at
a reasonable pace to provide clinical trials of
marijuana, and that marijuana is not the only
avenue by which Mr. Wakeford may improve
his quality of life, the principles of funda-
mental justice are not infringed by the failure
of the Government to supply marijuana di-
rectly to Mr. Wakeford.®

In constructing the first regulatory regime, Health
Canada held multi-stakeholder consultations. In the
first consultation in February 2000, the following
issues were identified to be priorities:

1. obtaining a legal source of marijuana for
section 56 exemptees;

2. exemptions for caregivers;

3. addressing the need for more information
on the use of marijuana for medical pur-
pOSes;

4. addressing concerns of law enforcement
agencies;

5. improvement of the process and tools for
section 56 applications;

6. communication regarding the section 56
process and Health Canada’s activities
regarding marijuana for medical pur-
poses.

Despite the stated priority of obtaining a legal source,
the issue unsuccessfully raised in the Wakeford case,
the MMAR were silent on this issue. Although the
new regime did permit exempted persons to grown
their own cannabis, or to designate a producer to
do so without compensation, the regulatory scheme
did not authorize any other form of organized distri-
bution. Although Mr. Wakeford did not succeed in
obtaining a court order for the government to dis-
tribute medical cannabis, his case prompted the Min-
ister of Health in December 2000 to award a con-
tract to Prairie Plant Systems (PPS), making it the
only licensed dealer allowed to produce a domestic
source of cannabis. However, Health Canada took
the position that this source was destined solely for
research purposes and not for medical use by those
authorized under the MMAR.
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While Mr. Wakeford was pursuing issues relating
to access and supply, the appeal in the Parker case
had been finally resolved. In July 2000, the Court of
Appeal confirmed that a constitutional right to choose
cannabis as medicine did in fact exist, although the
precise contours of the right still remain a matter of
debate. The government chose not to appeal this de-
cision and the Parker case became the seminal case
on the constitutional dimensions of the therapeutic
choice to use cannabis as a means of treating serious
illnesses. In light of the precedential significance of
this judgment, this report provides excerpts from the
decision on the key components of the ruling in R. v.
Parker (2000) in Appendix B.

In the Parker case, the Court of Appeal agreed that
a medical patient’s rights were violated by crimi-
nalizing the patient’s choice, but the Court did not
agree with the trial judge in Parker, and the appli-
cation judge in Wakeford, that the proper remedy was
a constitutional exemption for the individual litigant
before the court. Instead, the Court held that there
must be an effective government program whereby
all patients can seek exemption from the law in order
to be authorized to use cannabis as medicine. Without
an effective medical program, the Court declared
that the government would lose the constitutional
authority to retain the criminal prohibition on the use
of cannabis. In other words, if medical users were
not adequately protected from the criminal law, then
the criminal law ceases to apply to all users, whether
medical or recreational.

The Court of Appeal also concluded that the ex-
isting program governed by the Interim Guidance
Document was unconstitutional because it lacked
concrete guidelines and vested too much discretion
with the Minister of Health. With the invalidation
of the Interim Guidance Document, the government
was compelled to construct a meaningful exempting
program. The Court suspended their ruling, thus pro-
viding the government one year to construct an ef-
fective program, and on August 1, 2001, the Mari-
huana Medical Access Regulations (MMAR) came
into effect. Despite the invalidation of the s.56 In-
terim Guidance Document, exemptions continued to
be granted to patients under s.56, independently of



the MMAR; however, Health Canada will eventually
phase out .56 applications by directing all applicants
to apply under the terms of the MMAR.

Thus, the Marihuana Medical Access Regulations
were prepared by the Government in direct response
to the decision of the Ontario Court of Appeal in
Regina v. Parker. The Government’s stated purpose
in creating the Regulations was to bring greater
clarity and transparency to the process of exempting
the medical use of cannabis. Under the old regime
(the Interim Guidance Document), an exemption
to possess and/or cultivate medical cannabis under
section 56 was dependant on the unfettered dis-
cretion of the Minister. On behalf of their patients,
physicians would supply the Minister with infor-
mation demonstrating that a patient had been suf-
fering from a serious illness and that conventional
medical treatments had been ineffective. Based on
the information supplied by the physician, the Min-
ister would then render a decision on the merits of
the patient’s exemption application. Under the new
regime, however, physicians simply produce signed
declarations relating to medical necessity without
having to file any supporting documentation with the
Ministry. Once these declarations have been made,
the Minister must grant the authorization, subject to
very narrow exceptions. In essence, the criteria for
granting an exemption under the MMAR’s regime is
similar to the criteria under the former regime (as set
out in the section 56 Interim Guidance Document),
but the new regulatory regime has shifted the de-
cision-making power to the applicant’s physician, as
opposed to the Minister.

Under the original draft of the MMAR, every ap-
plicant who sought an authorization to possess
needed to provide medical declarations in support of
the application. The nature of these requisite medical
declarations depended upon the particular category
in which the applicant was situated. Category 1
covered those illnesses which are terminal and for
which there is a prognosis of death within 12 months.
Category 2 related to serious illnesses such as cancer,
HIV/AIDS, Multiple Sclerosis, spinal cord injury or
disease, epilepsy, severe forms of arthritis and spe-
cific symptoms associated therewith. Category 3
related to other illnesses and/or symptoms not spe-
cifically enumerated in the other categories. An ap-
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plicant under Category 1 needed a declaration from
his or her medical practitioner, whereas Category 2
applicants needed to provide a medical declaration
from a physician and a specialist and Category 3 ap-
plicants needed medical declarations from the phy-
sician and two specialists.

Medical declarations under each category of appli-
cation were required to state that all conventional
treatments for the symptoms had been tried or at
least been considered. In the case of Category 2 ap-
plicants, the medical declaration was required to state
that all conventional treatments were medically in-
appropriate for reasons specified in the Regulations.
Category 3 applications required further explanation
from a medical specialist as to why all other treat-
ments were deemed medically inappropriate. In ad-
dition, a second specialist was required to review the
applicant’s medical file and discuss the applicant’s
case with the first specialist. Patients authorized under
the program were allowed to produce their own can-
nabis or recruit the services of a designated producer.
This designated producer was only allowed to grow
for one patient and could not be compensated for this
service.

C. Physicians as Gatekeepers to the
Program

Prior to the enactment of the MMAR, it became ap-
parent that physicians had indicated strong oppo-
sition to the proposed regulations. In fact, on May
7, 2001 the Canadian Medical Association wrote to
the Minister of Health and clearly stated that “physi-
cians must not be expected to act as gatekeepers to
this therapy,”*? yet that is precisely the role Health
Canada had thrust upon them. In general, physi-
cians around the country were cautioned by their
professional associations to not lend support to the
authorization process due to a perceived lack of sci-
entific evidence supporting the medical benefits of
cannabis. In particular, the Alberta Medical Asso-
ciation cautioned its doctors against completing the
forms necessary to prescribe medical cannabis. In
his President’s Letter, released on July 27th, 2001,
Dr. Clayne A. Steed advised Alberta physicians to
“think twice” before completing any forms for the
use of cannabis.®® Similar cautions have been issued
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by the Quebec and Manitoba Associations, while the
Ontario Medical Association has advised their phy-
sicians not to complete the forms required for their
patients to lawfully obtain medical cannabis.

To further complicate matters, the Canadian Medical
Protective Association (CMPA - the insurer for the
medical profession) issued an information sheet,
dated October 2001, advising doctors not to com-
plete the requisitt MMAR declarations unless they
had “detailed knowledge” relating to cannabis. The
CMPA represents 60,000 of Canada’s doctors, ap-
proximately 95% of all who practice in Canada.
On November 8, 2001, the Association wrote to the
Minister of Health expressing concern about “the
medico-legal difficulties that may face members
that choose to follow Health Canada’s Marihuana
Medical Access Regulations.”** Accordingly, some
physicians have declined to even consider the merits
of an application simply because of the admonitions
of their medical associations and their insurer. Thus,
from the outset, the resistance of the medical pro-
fession has posed problems for the effective imple-
mentation of the MMAR and for people to obtain
legal access to cannabis for their medical needs.

D. The Reform of the MMAR

The Parker case established that section 7 of the
Charter includes a constitutional right to choose al-
ternative forms of medicine without undue state in-
terference. It also established that Parliament loses
the constitutional authority to prohibit possession
(and perhaps cultivation) of cannabis in the absence
of a constitutionally valid exempting process to
allow seriously-ill Canadians to access medical can-
nabis without fear of criminal prosecution. However,
with the enactment of the MMAR, new questions
arose which had not been addressed in Parker. In
particular, there was concern that the MMAR consti-
tuted an “illusory exemption” and thus didn’t qualify
as a constitutionally valid exempting scheme. Such
an analysis was based on two separate critiques of the
regime: a) it contained unnecessary administrative
and procedural restrictions such that it was “practi-
cally unavailable” for many seriously ill individuals,
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and b) it did not provide any mechanism for access to
a lawful supply of medical cannabis for seriously ill
Canadians who cannot cultivate their own cannabis.

Within one year, the growing dissatisfaction with the
MMAR led to another court challenge. In the Hitzig
case, a number of patients and caregivers sought
invalidation of the MMAR (and, as a consequence,
the CDSA prohibition on possession of cannabis as
per the Parker case) on the basis that the regulatory
regime imposed many arbitrary obstacles for people
seeking authorization to use cannabis as therapy. In
a nutshell, the requirement of obtaining the concur-
rence of one or two specialists, combined with the
stated resistance of the medical associations, made it
virtually impossible for many, if not most, people to
enter the program. Moreover, beyond the obstacles
placed upon eligibility for entry into the program,
those who did secure authorization were still left
without a lawful and safe supply of cannabis, unless
they were able to cultivate themselves, or were able
to find a designated producer to cultivate without
compensation.

Thus, in Hitzig, it was argued that the legislative and
regulatory provisions of the MMAR interfered with
decisions of fundamental personal importance (the
“liberty” interest) and the ability to access effective
medical treatment (the “security of the person” in-
terest). Moreover, these deprivations were not in ac-
cordance with the principles of fundamental justice,
since the MMAR’s restrictions on access to medical
treatment were arbitrary and did not advance any
compelling state interest. In fact, in Parker, the On-
tario Court of Appeal noted that, “an administrative
structure made up of unnecessary rules that results in
an additional risk to the health of the person is mani-
festly unfair and does not comport to the principles
of fundamental justice.”*® In effect, the regulatory
regime operated as an illusory exemption because its
restrictions on access to medicinal cannabis excluded
a large sector of eligible seriously ill Canadians who
were still exposed to the risk of criminal prosecution
for therapeutic use of cannabis. Further, it was argued
that the regulatory regime was also illusory because,
while putatively authorizing the choice of some se-
riously ill Canadians to use cannabis medicinally,
the regime denied them access to a safe and lawful
supply of cannabis.



The Hitzig case gained great momentum on Sep-
tember 4, 2002, with the release of the Report of
the Senate Special Committee on Illegal Drugs. In
its Report, the Senate Special Committee reached
conclusions with respect to Health Canada’s medical
cannabis program which perfectly expressed the po-
sition taken by the Applicants in the Hitzig case. The
Senate concluded:

The MMAR are not providing a compas-
sionate framework for access to marijuana for
therapeutic purposesandare undulyrestricting
the availability of marijuana for patients who
may receive health benefits from its use.

The refusal of the medical community to
act as gatekeepers and the lack of access to
legal sources of cannabis appear to make the
current regulatory regime an “illusory” leg-
islative exemption and raises serious Charter
implications.®

In January 2003, the decision in Hitzig was released
by the Ontario Superior Court. The application court
judge did not agree that the restrictions on eligibility
amounted to a constitutional violation. He stated
that:

while the application process specified by
the MMAR might be cumbersome, and the
specialist requirement onerous for many seri-
ously ill applicants, especially in light of the
medical associations’ stance, I do not find
these aspects of the MMAR to be inconsistent
with the principles of fundamental justice.'’

However, he did find that restrictions upon lawful
access did engage the constitution and concluded
that:

it is inconsistent with the principles of fun-
damental justice to deny a legal source of
marijuana to people who have been granted
ATPs [Authorizations to Possess] ... Laws
which put seriously-ill, vulnerable people in
a position where they have to deal with the
criminal underworld to obtain medicine they
have been authorized to take, violate the con-
stitutional right to security of the person. The
MMAR expose the applicants, who all have
serious medical conditions, to further risk to
their personal safety. Not only do they face
the risks associated with consorting with
criminals, and the possibility of prosecution
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should they breach the terms of their ATP or
production licence, but they have to deal with
the uncertain quality of the product they are
getting on the street.®

In light of this violation of section 7 of the Charter, the
judge invalidated the entire MMAR, but suspended
the invalidation for six months (until July 9, 2003)
to provide the government with the opportunity to
address the deficiency with respect to access to a
lawful supply. The Government appealed this ruling.
The Government then attempted to obtain an 11"
hour reprieve from this decision by asking the Court
of Appeal to stay execution of the judgment, but the
Court of Appeal refused.’® Accordingly, on July 8,
2003, Health Canada announced an interim policy
under which authorized Canadians could purchase
medicine from the only licensed dealer, Prairie Plant
Systems. In addition, the regulatory change allowed
patients who wished to produce their own medicine
to purchase seeds from Prairie Plant Systems. On this
date a regulation was also passed exempting cannabis
produced by the licensed dealer and by designated
producers from the operation of the Food and Drugs
Act so that this product could be distributed and sold
without first obtaining drug approval.?

The judge’s conclusion that the failure to provide
a lawful source violated constitutional rights was
foreshadowed by the Alberta Court of Appeal a few
months earlier. In a case involving an epileptic, Grant
Kreiger, who produced cannabis for his medical pur-
poses, and was charged with unlawful production,
the Court invalidated the production offence in the
CDSA, on the basis that the law prevented seriously
ill people from producing their own medicine despite
the absence of a lawful government supply. The trial
judge stated:

Obtaining as. 56 exemption from the Minister
of Health triggers the absurdity that an indi-
vidual who has been granted an exemption
has the legal right to produce, possess and
use cannabis marijuana. However, in order
to obtain the product, that individual is re-
quired to participate in an illegal act, since
whoever sells the exempted person either the
raw cannabis marihuana or the seeds to grow
their own, does so in breach of s. 5(2) of the
CDSA .... I am not satisfied that the absurdity
that | mentioned above has been properly ad-
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dressed. In my view, when a minister has the
discretion to allow someone an exemption
to produce and use a substance for proper
medical purposes, that substance must be
something that is available to the individual
by legal means at the time exemption is
granted. As a s. 56 exemption has no practical
purpose without a legal source for cannabis
marijuana, s. 56 cannot serve to delineate the
boundaries of the Applicant’s s. 7 rights or to
justify violation of those boundaries. [Note:
S.56 is a reference to the regime governed by
the Interim Guidance Document, since at the
time of this case the MMAR had not yet been
enacted]. #

Upon reasoning similar to the Parker case, in which
the Court found the possession offence constitu-
tionally overbroad by failing to exempt medical users
from its scope, the Alberta Court of Appeal declared
that the production offence was similarly overbroad,
since many medical users were compelled to ille-
gally produce because the government had not es-
tablished a lawful supply for the medical user. The
Court stated:

We agree with the trial judge thats. 56 [CDSA]
creates an absurdity because there was no
legal source of cannabis. That absurdity is not
removed by the fact that the Respondent had
a personal supply at the time the charge was
laid. There was no evidence as to how long
the supply would last nor as to the duration
of the potential s. 56 exemption.?

On October 7, 2003, the Ontario Court of Appeal re-
leased its decision in Hitzig.? The Court concluded
that the requirement that Category 3 patients obtain
the declarations of two specialists was a violation of
section 7 of the Charter, and it also agreed with the
trial judge that the failure to provide a lawful source
violated section 7. However, the Court did not agree
that the proper remedy was invalidation of the entire
MMAR, but instead chose to invalidate specific, of-
fending provisions. Accordingly, the Court invali-
dated the provisions requiring second specialist ap-
proval for Category 3 patients, as well as those pro-
visions which prevented designated growers from
receiving compensation, from growing for more
than one authorized person, and from growing in
combination with more than two other designated
growers. By invalidating these impugned provisions,
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the Court concluded that the remaining provisions of
the MMAR could continue to operate in a constitu-
tionally sound manner. As the Hitzig case now rep-
resents the last word from an appellate court on the
scope of the right to choose cannabis as therapy, this
report provides critical excerpts from the decision in
Hitzig et.al. v. Canada (2003) in Appendix C.

E. The Current Status of the MMAR

Health Canada has responded to the constitutional
demands of Hitzig in two phases. In the first phase
of regulatory amendment® in December 2003, the
department accomplished three objectives:

1. it removed the second specialist requirement for
Category 3 patients;

2. the interim policy for distribution of the govern-
ment’s marijuana was entrenched and reformed,

3.and it reinstated the very restrictions on des-
ignated producers which the Ontario Court of
Appeal had invalidated as unconstitutional ob-
stacles to access and supply.

Inthe second phase of regulatory amendment® in June
2005, Health Canada further amended the MMAR
by streamlining the application process and paving
the way for distribution of medical cannabis through
the pharmacies. In this second phase of amendments,
Health Canada articulated in its Regulatory Impact
Statement its vision for the future direction of the
program:

To enhance protection of the health and
safety of Canadians, Health Canada’s stra-
tegic direction for the medical marihuana
program envisions the program taking on, to
the extent possible, the features of the tradi-
tional health care model employed for other
medicinal agents available in Canada. Such a
model would include:

e continued support for research and en-
rolment of patients in clinical or open-
label trials as the first consideration of
patients and physicians;

e centralized source(s) of marihuana that
comply with product standards applied
under the Food and Drugs Act and its
Regulations to ensure the safety and
quality of drug products marketed in



Canada, accompanied in the longer-term,
by a phase-out of personal cultivation;

e distribution of marihuana for medical
purposes to authorized persons through
pharmacies;

e updated information stemming from re-
search into the risks and benefits of mari-
huana when used for medical purposes,
and education of patients and physicians;
and

e improved surveillance of the use to
monitor safety and efficacy of marihuana
when used for medical purposes.?

The program, as amended in the past two years, ap-
pears to have become more responsive to the needs
of patients; however, puzzling features within the
amended program still remain. As for the eligibility

Table 1. Category 1 Symptoms
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has been streamlined by reducing the scope and
definitive nature of the physician’s declaration. As
noted in the Regulatory Impact Statement:

Physicians are no longer required, in their
declarations, to make definitive statements
regarding benefits outweighing risks, or to
make specific recommendations regarding
the daily dosage of marihuana to be used by
the applicant. In addition, the information
that the physician is required to provide in
the medical declaration has been reduced to
only those elements essential to confirm that
the applicant suffers from a serious medical
condition and that conventional treatments
are inappropriate or ineffective. For example,
physicians are no longer required to list con-
ventional therapies that have been tried or
considered, or to provide their reasons for
finding those therapies to be ineffective or
inappropriate.?’

Although these eligibility amendments should be

Symptom

Associated Medical Condition

viewed as progressive, Health Canada’s response

compassionate end-of-life care

to the issue of access and supply is more prob-

Severe hausea

cancer, HIV/AIDS

lematic. Contrary to the direction of the Ontario

cachexia, anorexia, weight loss

cancer, HIV/AIDS

Court of Appeal in Hitzig, Health Canada has re-

persistent muscle spasms

multiple sclerosis, spinal cord
injury or disease

instated most of the restrictions initially placed
upon designated producers. The producers can

Seizures

epilepsy

now be compensated for their efforts, but they

severe pain

injury or disease, arthritis

cancer, HIV/AIDS, MS, spinal cord

cannot grow for more than one authorized person
and cannot grow in common with more than two

requirements (in effect June 2005), the amendments
have addressed the letter and spirit of the Hitzig
case in a meaningful fashion. First, the previous cat-
egories 1 and 2 have been merged into one category
(see Table 1), such that the enumerated illnesses of
Category 1 and 2 have been listed in the new Cat-
egory 1 and an authorization for these stated illnesses
can be obtained upon the declaration of one family
physician.

The new Category 2 relates to debilitating conditions
and related symptoms that are not specifically enu-
merated in Category 1, for which an authorization
can be obtained upon the declaration of a family phy-
sician. There is no longer a need to obtain a decla-
ration from a specialist for Category 2; however, the
case must be assessed by a specialist in consultation
with the signing physician. In addition, the process

other designated producers. In the Regulatory
Impact Statement, accompanying the 2003 Phase |
amendments, Health Canada provides four reasons
for reinstating the restrictions on designated pro-
ducers:

These limits on the production of marihuana
are necessary to:

e maintain control over distribution of an
unapproved drug product, which has not
yet been demonstrated to comply with the
requirements of the FDA/FDR;

* minimize the risk of diversion of mari-
huana for non-medical use;

e be consistent with the obligations im-
posed on Canada as a signatory to the
United Nations' Single Convention on
Narcotic Drugs, 1961 as amended in
1972 (the 1961 Convention), in respect of
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cultivation and distribution of cannabis;
and

e maintain an approach that is consistent
with movement toward a supply model
whereby marihuana for medical purposes
would be: subject to product standards;
produced under regulated conditions;
and distributed through pharmacies, on
the advice of physicians, to patients with
serious illnesses, when conventional
therapies are unsuccessful. Such a model
would also include a program of edu-
cation and market surveillance.?®

Much of the impetus behind restricting the desig-
nated producer option lies with Health Canada’s in-
terpretation of its obligations under the United Na-
tions Single Convention on Narcotic Drugs, 1961.
The department’s stated understanding of the treaty
obligations is as follows:

Removing the limits on the number of holders
of an ATP [Authorization to Possess] for
whom a DPL [Designated Person Production
License] holder can produce, and permitting
the pooling of multiple DPLs, have the effect
of expanding the production and distribution
of marihuana to an extent which, when com-
bined with the declaration of invalidity of the
restriction on DPL holders from obtaining
consideration, facilitates the development
of commercial activity that would move
Canada away from compliance with its in-
ternational obligations under the United Na-
tions 1961 Convention. Articles 23 and 28 of
the Convention require signatory countries
who permit the cultivation of marihuana, to
create a national government agency that has
exclusive right on import, export, wholesale
trade and maintenance of stocks of marihuana.
Provisions within Article 23, as they apply to
cannabis [marihuana], include obligations
such as the requirement for all cultivators
of marihuana to deliver their total crops of
marihuana to the agency for distribution. The
Government of Canada has been compelled
by the courts to develop a system to provide
for a legal supply of marihuana for medical
purposes. In doing so, the Government has
made every effort to implement a system that
will meet its international obligations to the
fullest extent possible. By permitting only
limited production of marihuana by persons
authorized to possess for medical purposes,
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or limited production of marihuana by a des-
ignated person on their behalf, that is carried
out within the terms and conditions of their
licences to produce, the supply of marihuana
for medical purposes in Canada is not incon-
sistent with the intention of the Convention to
prevent illicit trade in marihuana. To expand
the number of ATP holders that a DPL holder
can produce for beyond the current 1:1 ratio,
would obligate the Government to implement
a system to collect all marihuana produced in
order to comply with the 1961 Convention.?

Recognizing that reinstating restrictions on desig-
nated producers would serve to impede access to a
lawful supply, Health Canada needed to provide an
acceptable alternative for access and supply so it en-
trenched the interim policy for distribution of medical
cannabis produced by their licensed dealer as its pre-
ferred option for distribution. The licensed dealer has
been given authority to distribute, on a cost-recovery
basis, cannabis seeds for those who wish to produce
their own, and dried cannabis for those who cannot
produce their own. Authorized persons who pur-
chase seeds for self-production are also entitled to
purchase an interim, four month, supply of dried can-
nabis pending their first harvest. Dried cannabis is
shipped by courier directly to the authorized person
or to their physician. Ultimately, Health Canada envi-
sions the product being shipped to local pharmacies,
as well as the phasing out of licenses to produce. The
most recent statistics on the operation of the MMAR,
as of April 7™, 2006, are as follows:

* Possession of Dried Marihuana

1399 persons are currently allowed to possess
marihuana for medical purposes

= 1391 hold an Authorization to Possess dried
marihuana under the Marihuana Medical
Access Regulations (MMAR)

=8 hold an Exemption for possession under
Section 56 of the Controlled Drugs and Sub-
stances Act (CDSA)

e Cultivation/Production of Marihuana

1005 persons are currently allowed to cultivate/
produce marihuana for medical purposes

= 890 hold a Personal-Use Production Licence
under the Marihuana Medical Access Regula-



tions (MMAR)

= 109 hold a Designated-Person Production Li-
cence under the Marihuana Medical Access
Regulations (MMAR)

= 5 hold an Exemption for cultivation/production
under Section 56 of the Controlled Drugs and
Substances Act (CDSA)

=1 holds a designated person Exemption for
cultivation/production under Section 56 of
the Controlled Drugs and Substances Act
(CDSA)

e Distribution of Dried Marihuana and Mari-
huana Seeds

266 persons are currently accessing dried mari-
huana for medical purposes under the Policy on
Supply of Marihuana Seeds and Dried Mari-
huana for Medical Purposes

= 190 persons have received marihuana seeds for
medical purposes under the Policy on Supply
of Marihuana Seeds and Dried Marihuana for
Medical Purposes

=72 persons are receiving dried marihuana
(for up to four (4) months) and have received
marihuana seeds for medical purposes under
the Policy on Supply of Marihuana Seeds and
Dried Marihuana for Medical Purposes®
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PoLicy CONSIDERATIONS AND RECOMMENDATIONS

e provide the following considerations
Wand recommendations for all key stake-

holders to ponder on the issue of cannabis
as therapy. As cannabis is a controlled substance,
legal access to cannabis for medical use has required
that regulations be developed to set up a framework
to enable compassionate access. The Marihuana
Medical Access Regulations were established as a
result of a court decision. We would much rather
see legislative, regulatory and policy developments
occur as a result of dialogue between the government
and the key stakeholders, rather than through Ca-
nadian courts. We will continue to work with the
government to provide our input into the federal
medical cannabis program.

Despite the fact that Canada has a process through
which people can obtain legal authorization to
possess and cultivate cannabis for medical purposes,
access to the federal program and to a legal source
of cannabis remains hindered by barriers. Access to
information and services related to this treatment is
minimal to non-existent, making it difficult for people
to make informed decisions and to optimize their
care. Most people who use cannabis for medicinal
purposes have not yet applied to the program. As a
result, thousands of Canadians are not currently pro-
tected from the law for using their therapy of choice,
nor do they have access to a legal, safe, reliable and
affordable source of cannabis, nor to adequate in-
formation and related services. Our consultations
revealed a series of barriers that will be explored in
this section of the report.

A. Evaluation and Accountability of
The Federal Medical Cannabis
Program

Health Canada has invested over $24 million! into
the MMAR program, including a contract valued at
$5,751,250 with a licensed dealer to produce can-
nabis for medical purposes.? This contract has since
expired, and a capital expenditure by the government

in this area is expected in the near future. There are
currently only 1399 persons authorized to possess
cannabis for medical purposes under the MMAR, a
fraction of the estimated thousands of medicinal users
of cannabis in Canada. Only about 14% of them have
ordered their cannabis from the government.

We know that people living with HIVV/AIDS represent
the largest group of seriously ill persons who use can-
nabis as part of their therapy. For example, people
living with HIVV/AIDS represented the largest group
under the former Category 1 (terminal illness) of the
federal program (38%), and were the second largest
group under the former Category 2 (various illnesses
and related symptoms), at 24%. In consultation with
a few compassion clubs, which serve more than 6,450
people, it was revealed that for some clubs, people
living with HIVV/AIDS represent as much as 58% of
their clientéle. We also know that about 14% to 37%
of people living with HIV/AIDS use cannabis as part
of their therapy to manage appetite loss, wasting,
nausea and vomiting, pain, anxiety, depression and
stress, among others.®>#¢ However, only 36% of the
people we talked to reported that they had applied
to the federal program, despite the fact that about
nearly two thirds of them use cannabis as part of their
therapy. Only 26% of respondents to our question-
naire had obtained their Authorization to Possess.

Based on the Conservative government’s vision, can-
nabis law reform will not be an option. We fear that
people who use cannabis for medicinal purposes will
increasingly fall to the attention of law enforcement.
The government cannot repeal the MMAR and elim-
inate the federal medical cannabis program, as this
would result in prohibition on cannabis being uncon-
stitutional.” The MMAR will continue to be the only
legal way seriously ill Canadians can obtain legal
access to cannabis for their medical purposes. We
anticipate that applications to the MMAR program
will significantly increase as people fear criminal re-
percussions. As such, the government of Canada will
need to ensure that adequate resources are allocated
to the federal medical cannabis program to meet the
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anticipated increase in applications and ongoing re-
newals, and to better meet the needs of seriously ill
Canadians.

Investing in this program will contribute to the
health and well-being of Canadians. The people we
consulted who have obtained an Authorization to
Possess report feelings of protection, safety and sta-
bility. They also report that an authorization from the
government brings recognition, legitimacy and cred-
ibility to their medicinal use of cannabis, thereby re-
ducing the stigma they are subjected to for their use
of cannabis.

In addition, the issue of legal sources of cannabis for
authorized person will need to be better addressed.
Authorized persons currently have three legal options
under the MMAR: they can order the government’s
cannabis, grow their own, or designate someone
to grow for them. The government wants to phase
out licenses to produce. The number of authorized
persons currently ordering cannabis from the gov-
ernment remains low. Out of the 1399 people that are
currently authorized to possess cannabis for medical
purposes, only 266 are ordering their cannabis from
the government, which represents less than 20% of
authorized persons. This number includes 72 people
who are temporarily ordering dried cannabis from
the government while they wait for their first crop
to be ready for harvest. In essence, about 14% of au-
thorized persons have ordered the government’s can-
nabis as their main source of supply.

We question the spending on a multi-million dollar
contract to supply relatively few authorized persons,
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and believe that authorized persons would be better
served if restrictions on licenses to produce were
lifted. Many authorized persons continue to access
other sources of cannabis. Cannabis is widely
available in the black market in Canada. The Fraser
Institute, an independent Canadian economic and
social research and educational organization, esti-
mates that Canadians spend anywhere from $1.8
billion to $4.4 billion for cannabis in 2000 (compared
to $2.3 billion for tobacco).® They report:

What the analysis reveals is how widespread
marijuana use is in Canada... As a conse-
quence, the broader social question becomes
less about whether we approve or disapprove
of local production, but rather who shall enjoy
the spoils. As it stands now, growers and
distributors pay some of the costs and reap
all of the benefits of the multi-billion dollar
marijuana industry, while the non-marijuana-
smoking taxpayer sees only the costs. --The
Fraser Institute, 2004

The government needs to explore options for the dis-
tribution of medicinal cannabis to ensure taxpayer
dollars are being spent efficiently. Polls reveal that as
many as 90%-92% of Canadians support the use of
cannabis for medicinal purposes.® The Conservative
Party of Canada has made restoring the government’s
accountability a top policy priority. In an effort to
gain Canadians’ trust in knowing that tax dollars are
well spent, the new government stands for:

“Giving more power and teeth to independent
watchdogs such as the Auditor General and
Ethics Commissioner, protecting whistle-
blowers from reprisal, and strengthening



access to information laws to give citizens
the right to know.”°

We call on the Auditor General to conduct a per-
formance audit of all aspects of the current federal
medical cannabis program, including the Health
Canada’s Marihuana Medical Access Division and
the contract with the current licensed dealer which
produces cannabis for the government. This inves-
tigation was already requested by the Honourable
Libby Davies, MP for Vancouver East, and by Senator
Pierre Claude Nolin, in a letter to the Auditor General
and to the then Minister of Health, Ujjal Dosanjh.

Recommendation

We recommend that the Auditor General conduct a
performance audit of all aspects of the current federal
medical cannabis program, including the Health
Canada’s Marihuana Medical Access Division and
the contract with the current licensed dealer which
produces cannabis for the government, to ensure that
resources are adequately allocated to address the
needs of seriously ill Canadians.

B. Involvement of Key Stakeholders in
the Policy Dialogue

The Canadian AIDS Society was a member of
Health Canada’s Stakeholder Advisory Committee
on Medical Marihuana, which was established in
October 2002 to provide its Drug Strategy and Con-
trolled Substances Programme with timely advice on
medical, scientific, regulatory, policy and operational
issues related to cannabis for medical purposes. This
committee provided a forum for policy dialogue be-
tween the voluntary sector and the government of
Canada. Unfortunately, Health Canada disbanded the
committee. The government must consider re-estab-
lishing such a committee. We would much rather see
ongoing policy dialogue between the government
and other key stakeholders rather than fragmented
changes to the program resulting from litigation
through the courts.

Policy Considerations and Recommendations

Action by the Canadian AIDS Society

We will continue to work with Health Canada and
to provide input into the federal medical cannabis
program so that it may better meet the needs of seri-
ously ill Canadians, based on our ongoing consul-
tations with people living with HIV/AIDS. We will
also continue to raise awareness about the existence
of the program so that people living with HIV/AIDS
who use cannabis for medicinal purposes can be pro-
tected from criminal prosecution in an environment
of increased enforcement of cannabis laws.

Recommendation

We recommend that the government re-establish a
Stakeholder Advisory Committee on Medical Can-
nabis to provide a forum for all key stakeholders*
to exchange information and provide ongoing input
into the federal medical cannabis program and the
policies, regulations and legislation that govern it.

C. Lack of Awareness and
Misinformation about the Federal
Medical Cannabis Program

Our consultations revealed that some people living
with HIV/AIDS were not aware of or were misin-
formed about the federal medical cannabis program
Throughout our consultations, almost 9% of the par-
ticipants reported that they were not aware that the
program existed, or that they didn’t know how to
go about applying for legal access. There were also
indications that there was misinformation about the
program, and about the legal issues regarding the me-
dicinal use of cannabis. For example, some people
were under the impression that compassion clubs are
part of the federal program. This is not the case as
access to cannabis through these clubs remains il-
legal. Another misconception among people living
with HIV/AIDS is that some believe they cannot
apply to the federal program if they have a criminal
record. This is not the case, as a criminal record does
not preclude a person’s medicinal need. This lack of
awareness and misinformation about the program re-
sults in people not applying to the program, therefore
not benefiting from accessing cannabis for medicinal
purposes without fear of legal prosecution.
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Some people are choosing not to apply to the federal
program because of their fear or mistrust of the gov-
ernment, and do not wish to be identified to the gov-
ernment as medicinal cannabis users. Others have
concerns about the impact of providing this infor-
mation to the government if they travel abroad or if
they wish to obtain their Canadian citizenship. They
fear that this information may get into the wrong
hands or will be used to target people who use can-
nabis for medicinal purposes.

Some people living with HIV/AIDS do not see a
need to obtain authorization to possess cannabis for
medicinal purposes as they have been accessing it
through their own means for years without encoun-
tering difficulties with the authorities. They therefore
see no real benefit or advantage in doing so, and do not
want to bother with the application process. Others
feel that the use of cannabis for medicinal purposes is
their right and ask that the government reconsider the
prohibition on cannabis. Although the perceived risks
of legal prosecution may not be enough to convince
some people to seek authorization to possess medical
cannabis legally, the fact remains that it is currently
illegal to possess cannabis for medicinal reasons
without an Authorization to Possess in Canada. We
have concerns about the current political climate in
Canada, and the new conservative government’s re-
luctance to consider alternatives for the legislation
of cannabis.® This may have a negative and serious
impact on people who currently use cannabis for me-
dicinal purposes without the legal authorization to do
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so. The government has a responsibility to dissem-
inate information about the federal medical cannabis
program widely to ensure that the constitutional right
of seriously ill Canadians to access the therapy of
their choice without fear of criminal prosecution is
respected.

Action by the Canadian AIDS Society

The Canadian AIDS Society remains committed to
raising awareness about the federal medical cannabis
program and the Marihuana Medical Access Regula-
tions to people living with HIV/AIDS across Canada,
and to building the capacity of its member organi-
zations to respond to information request and assist
people living with HIV/AIDS with the application
process. We will achieve this by offering workshops
and materials, by posting this information on our web
site, and by presenting this information at venues
where people living with HIV/AIDS gather (con-
ferences, symposia, etc.), within the constraints of
available resources. Disseminating this information
will contribute to reducing the misinformation and
fears among the HIV/AIDS community, and will
result in more people living with HIV/AIDS being
protected from legal repercussions.

Recommendation

We recommend that Health Canada and organizations
such as the Multiple Sclerosis Society, the Arthritis
Society, the Canadian Cancer Society and others dis-



seminate accurate and up-to-date information about
the federal medical cannabis program and the Mari-
huana Medical Access Regulations to the people
they serve, and that they build the capacity of their
member organizations, if this applies, to respond to
information requests and to assist them with the ap-
plication process. We are open to collaborating on
these efforts, within the confines of available re-
sources.

D. Federal Medical Cannabis Program’s
Application Renewal Process

The most frequently reported reason for not applying
to the program was the onerous application process.
Almost 16% of respondents to our questionnaire feel
it is complicated, intimidating and overwhelming,
and that there is too much paperwork involved. They
feel that the time it takes to process application is long
and often with gaps or delays in follow up. Yearly
renewals are seen as unnecessary and cumbersome
for people who are living with a life-long disease.
The application process can be daunting for many
people, especially if their health is compromised.
Obtaining the forms and deciphering which forms
apply to an individual situation, completing them,
obtaining photos and seeking the necessary signa-
tures from a physician are time-consuming activities
that require planning, coordinating, scheduling and
sometimes support and assistance. Some costs are in-
volved for the photos, the traveling to appointments,
and sometimes for the physician’s completion of the
medical declaration, and for postage, with no com-
pensation to the applicant. Yearly renewals require
planning and forethought to allow for enough time
for processing before the expiry of an authorization
or license. Delays and periods between applications
can be very stressful for people when their authori-
zation and license have expired, and has sometimes
resulted in police intervention despite people’s ef-
forts to comply with the law and the process.

We point out that our consultations took place in
May and June of 2005, just before the MMAR were
amended on June 29" 2005. Health Canada has
streamlined the new forms so that they are somewhat
more user-friendly. Once everyone in the program
has applied or renewed their authorization under the

Policy Considerations and Recommendations

new MMAR, the renewal process will be simpler as
Health Canada reports that the new renewal form
will be one page long and will simply require the
applicant’s and the physician’s signatures if the ap-
plicant’s situation has not changed. Despite the new
forms, the fact remains that most people are simply
overwhelmed by such a bureaucratic process and this
often keeps them from applying. Our consultations
also reveal many mentions of delayed paperwork, de-
spite the fact that the program currently only serves
1399 people. The expected increase in applications
will exacerbate the situation.

Under the MMAR, Authorizations to Possess and Li-
censes to Produce must be renewed yearly, and there
are sometimes gaps between expired cards and re-
ceipt of renewed ones. The MMAR have provided
a framework within which seriously ill Canadians
can have legal access to cannabis for medical pur-
poses. The ID cards provided by the federal medical
cannabis program enable police to be able to verify
whether a person is authorized to possess and li-
censed to produce cannabis for medical purposes.
They provide information as to how much cannabis a
person is authorized to possess and how many plants
they are allowed to produce. Police also have access
to Health Canada to verify the validity of these cards
when they are investigating someone.

When there are delays in processing applications or
in renewing a person’s authorization to possess and

“Meanwhile my exemption is not any jow/
@ﬁf now 9 don't think, and 9've ﬂof 20 /a/amﬁ'
growing stll. .. Now 9'm worrying about
ef/e@fﬁiry, 9'm all stressed out about it but
9'm sure fﬁey roéaé@ wouldn 't do anyfﬁi@
as /onj as 9 eep ;ﬁn’nj what 9've been é[Oil’}j,
9've joz‘ a letter, 9've got eue;yfﬁin here, my
exemptions and eueryfﬁ‘nﬂ, And when you f;y
to call Health Canada, it takes like two weeks fo
ﬂez‘a response, even. And it's like " Well, we have
fo ﬂez‘ in touch with the doctor” and whatever,
Tﬁey 'rej'm'f very slow there,"

—Focus group participant
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license to produce, a person lives under stressful
conditions of not being protected by the law. The po-
tential for police intervention exists during that period
of time. When it comes to producing their own can-
nabis, some people are forced to decide to continue
to grow while they wait for their renewed ID card,
or to not take any chances and destroy the garden
they have invested in and worked hard to establish.
Should police intervention occur, the police officers
are placed in an awkward position of either enforcing
the letter of the law or going by the spirit of the law.
New applications must be processed expediently to
maximize protection from the law and minimize the
negative health impact on seriously ill Canadians.
Authorized persons that adhere to the process and
ensure that their renewal application is submitted on
time must be protected under the law and must not
be exposed to legal repercussions due to bureaucratic
delays. The process must be improved to ensure that
it is seamless.

Action by the Canadian AIDS Society

The Canadian AIDS Society will continue to dis-
seminate information about the MMAR, the require-
ments of the federal medical cannabis program and
its processes as widely as possible to its membership
and to people living with HIVV/AIDS. We will provide
accurate and up-to-date information to ensure that
our stakeholders are aware of the procedures so that
they can respect them and avoid problematic situa-
tions with police.

Recommendation

We recommend that Health Canada evaluate its re-
source needs to ensure that applications and renewals
are processed in a timely manner to avoid gaps in a
person’s legal authority to possess and produce can-
nabis.

We recommend that Health Canada address delays
in the renewal of Authorizations to Possess and Li-
censes to Produce by providing an acknowledgement
of receipt of the renewal application, which could
temporarily extend the authorization period until
such a time as a new authorization and license are
issued.
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E. Reluctance of Physicians to
Participate in the Program

During our consultations, the majority of people
(68.9%) stated that their physician was supportive
of their use of cannabis for medical purposes, while
16% stated that their physician was not. Some physi-
cians are not comfortable with smoking as a mode of
delivery for a medicine, or have other concerns about
the use of cannabis, such as the effects of cannabis
on depression or on the immune system. Some par-
ticipants mentioned that their doctor was concerned
about repercussions from the medical associations.
The lack of information available to doctors, espe-
cially from clinical trials, clearly emerges as an issue
based on the participants’ testimonials and on our
own discussions with physicians.

"And 9 told'm fam@ doctor about [ my
marijuana use / ﬂn/ge:ﬂ response is “I'm open fo
it however 9 think you look ﬁ’ne rfgﬁf now and.

when you re rea@ to come back to me, let's sa
you /7'0/9 a whole hunch of w@ﬁf like you id
when you had PCP pneumonia, then we could
fa/&agouﬁf then. Buft until then, 9 don't think
it's an issue for you or 5‘0mefﬁinj you should
worry about ;ﬂgﬁf now", So I'm eﬁ‘i@ the
im/yrem'on that she }y@i@ that 9 have to wait
until 9'm pmcﬁm@ @iry fo ﬂef it. And 9 don'f
think that's ][m'iﬂ, !

—Focus group participant

Almost 9% of respondents mentioned that their
doctor refused to sign their application form. When a
physician refuses to sign an application form for a pa-
tient who wishes to have legal access to cannabis for
medical purposes, they are in a position of authority
over a person’s decision of utmost personal impor-
tance, which is in conflict with section 7 of the Ca-
nadian Charter of Rights and Freedoms (see Section
4A of this report). Though we support the need for
people living with HIV/AIDS to discuss any therapy
with their physician, we reiterate that a person has a
constitutional right to the treatment of their choice



without fear of prosecution, and to make decisions of
fundamental personal importance. People report that
refusal by one physician leads to doctor shopping, and
that people find supportive physicians through word
of mouth, if they are in a position where they have
several physicians to choose from where they live.
We have concerns about doctor shopping. Ideally, we
would like to see some continuity of care and see to
it that physicians have the maximum amount of in-
formation about their patient to ensure they are pro-
viding the best care. We also realize that physicians
are the gatekeepers to the federal medical cannabis
program and that this is the only legal recourse for
people living with HIV/AIDS who wish to use can-
nabis to manage their symptoms.

It is worth noting that since the amendments to the
MMAR in June 2005, and the changes that now
allow family physicians to sign the application forms
instead of a specialist, the number of physicians sup-
porting their patients’ applications has gradually
been increasing (see Figure 1). This may also be due
to the shift of responsibility from the physician to
the patient in terms of the requisite declarations on
the application forms (see section 4E). Whatever the
reason, the rise in support coincides with the amend-
ments that took place in June 2005, indicating better
access to the program for seriously ill Canadians.
This is encouraging, as physicians are the gate-
keepers to access to the program. Their participation
is essential.

However, the reluctance of physicians to sign their
patients’ application forms to the federal program re-
mains one of the most significant barriers to access
to the program. One designated grower, who has

Figure 1. Number of Physicians Who

Support Authorizations to Possess
(source of data: Health Canada's Web site at hc-sc.gc.ca)
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also been assisting people with their applications to
the MMAR, reports that he has received over 2500
emails from people requesting assistance, about 40%
of which are requests for help to find a physician that
will support their application.* This section therefore
presents the various factors that contribute to the re-
luctance of physicians to support such applications:
cannabis is not approved as a drug, they have a lack
of information regarding the safety and efficacy of
cannabis, they have received warnings from their
medical associations, and they have their own atti-
tudes and knowledge regarding the use of cannabis
for medical purposes.

In an ideal world, the decision to try cannabis for
therapeutic purposes would be made solely by the
seriously ill person and a health care practitioner;
however, in light of the fact that cannabis is still an
unapproved, illegal substance, there will continue to
be restrictions on eligibility which do not exist for
most other treatment options.

I. Cannabis is Not an Approved Drug

Most of the restrictions upon eligibility and access to
the medical cannabis program arise from the fact that
cannabis is not an approved substance. Despite the
long-standing and wide-ranging therapeutic use of
cannabis in past centuries, both the criminal law and
the law of intellectual property have served as disin-
centives for the initiation of clinical testing needed
for drug development and approval.

On the application forms to the federal medical can-
nabis program, the medical declaration is consistent
with the general program for access to all unap-
proved drugs. The Special Access Program (SAP) is
designed to allow physicians to secure unapproved
drugs for seriously ill patients and this program has
been used extensively for physicians to obtain exper-
imental drugs for people living with HIV/AIDS. The
application process for SAP requires the physician to
outline why the unapproved drug is the “best choice”
and whether other therapies have been “considered,
ruled out and/or failed to achieve an adequate choice”.
Accordingly, it cannot be said that the government
has set out greater restrictions for access to cannabis
than it has set out for other unapproved drugs.
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Dr. Isra Levy, Director of the Office of Public Health
at the Canadian Medical Association, mentioned that
physicians are in a particular quandary with regard
to cannabis. They rely on peer-reviewed medical and
scientific journals to determine the body of evidence
when it comes to a product’s safety and efficacy. The
process by which drugs are approved by the regu-
lators, and the notices of compliance that accompany
approved drugs, provide physicians with information
they can use to determine a product’s safety, efficacy
and good manufacturing practices.

The drug approval process
is governed by the Food
and Drug Regulations
(FDR). The typical
process by which new
drugs enter the therapeutic

Hereis a foracticing clinician faced with this

. .natural health /mo&/ucf about which health
claims have been made but about which there is
a reasonable doubt that the use will cause harm,

many drug sponsors willing to undertake the clinical
process with herbal cannabis, especially with can-
nabis owned by the government. Nonetheless, it is
critical that clinical research be developed or the
medical cannabis program will always remain within
a special access program rife with unnecessary regu-
latory and bureaucratic barriers.

Since cannabis is not an approved drug, it does not
have a Notice of Compliance (NOC) or Notice of
Compliance with Conditions (NOC/c). A complete
Notice of Compliance re-
quires extensive clinical
testing for both safety and
efficacy, whereas a Notice
of Compliance with condi-
tions only requires prom-
ising evidence of clinical

marketplace involves a and the f"@u/ﬂfmy Zymcy hasn'tdone its bit.  effectiveness. The NOC/c
“drug sponsor” who has That's the botfom line ofit " process was designed to

identified a potentially
therapeutic molecular
compound from which
the sponsor ultimately
hopes to profit. The sponsor
then undertakes three phases of clinical trials before
submitting its application to Health Canada for drug
approval. Health Canada does not take a proactive
role in this process and simply reviews the conclu-
sions and findings of drug sponsors; that is, Health
Canada does not initiate nor does it become involved
in drug research. It has been said that bringing a new
drug to market can take up to fifteen years and costs
drug sponsors an average of $1.3 billion per drug.®®

There may be agreat deal of research and development
taking place with synthetic cannabinoid derivatives,
but little clinical research is taking place in Canada
with herbal cannabis. Despite the MMAR program,
there are no drug sponsors who are currently poised
to apply for such approval for herbal cannabis. Until
this arduous process is undertaken, the chance for
physicians to fully buy into the program and even-
tually for MMAR participants to receive compen-
sation for their medicine remains severely hampered.
Drug approval would facilitate physicians’ support
of its use, access to cannabis for medical purposes,
and reimbursement of costs for medical users. It is
unlikely that, in the near future, there will emerge
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—Isra Levy, Director of the Office of Public
Health at the Canadian Medical Association

expedite the process by

which new drugs would

be available for distri-

bution. The Government’s
policy statement on the
NOC/c classification notes that its purpose is to: (a)
provide patients suffering from serious, life-threat-
ening or severely debilitating diseases or conditions
with earlier access to promising new drugs, and to
(b) create a mechanism to ensure that a manufacturer
that has a drug approved under this policy conducts
confirmatory studies to verify the clinical benefit of
the drug and further establish the safety profile.

Accordingly, in order to allow compassionate access,
the federal government initiated the distribution of
cannabis produced under contract for them after
changes were made to the FDR. The government
exempted cannabis produced under contract for the
government from certain requirements of the Food
and Drug Regulations — an exemption which al-
lowed for distribution of medical cannabis without
the necessity of having all the data required under the
drug approval process required by legislation.

The only current option for cannabis to obtain a
NOC/c would be for the only current licensed dealer
under contract to Health Canada to apply to Health
Canada for a NOC/c for this product. However, the



current licensed dealer does not own the cannabis
they grow and the application to obtain a NOC/c
would require that Health Canada take the initiative
to commence this process. However, as stated above,
Health Canada does not initiate nor become involved
in this process. Obviously something will need to
change for this process to move forward.

Recommendation

We call on the government and the medical and sci-
entific communities to take the necessary steps to
facilitate the process of obtaining drug approval, or
conditional drug approval, for cannabis so that physi-
cians can prescribe it and consideration can be given
to having the costs of the product covered under pro-
vincial drug plans.

ii. Safety and Efficacy of Cannabis

Physicians want to see clinical data, preferably from
randomized clinical trials, about the safety and ef-
ficacy of cannabis for medical purposes. This is the
evidence they require to feel they can assist their
patients with decisions regarding their health care.
They also want evidence regarding the long-term ef-
fects of cannabis use, especially in smoked form, to
determine whether the benefits outweigh the risks for
their patients. If cannabis was approved as a drug,
this information would be readily available to physi-
cians.

For herbal cannabis to be approved as a drug, it must
be tested extensively for both safety and efficacy
through clinical trials. Human trials conducted to
gain market authorization are usually performed in
three phases. Phase I trials are the “first in human”
trials in which an experimental drug is usually given

Policy Considerations and Recommendations

to a small number of healthy volunteers. The goal of a
Phase I trial is to determine how the drug is absorbed,
distributed in the body, metabolized and excreted, as
well to estimate the initial safety and tolerability of
the drug at different dosages. Phase Il trials are the
initial trials to assess efficacy in patients for a specific
indication. Due to their preliminary nature, they are
also called “therapeutic exploratory studies”. Some
of the information gained in Phase Il trials includes
the best dose and frequency of the drug, the target
population (i.e. those with mild or severe disease)
and the best outcome measures to assess efficacy.
The objective of Phase Il trials, also called “thera-
peutic confirmatory studies”, is to demonstrate the
safety and efficacy of the drug in the intended patient
population under the intended conditions of use.

Phase IV clinical trials, which lean towards an open-
label design, are traditionally undertaken after drug
approval as a means of conducting a wide-ranging
safety review and as a way to determine if the ap-
proved drug may have other medical applications.
Health Canada has consistently suggested that a
Phase 1V trial design would be appropriate for can-
nabis. This concession opens the door for large-scale
production and distribution. Perhaps Health Canada
believes that the initial phases of drug approval are
redundant because there is already a sufficient body
of evidence to meet their objectives. As Dr. Mark
Ware testified before the Senate Special Committee
on lllegal Drugs,

“the safety of cannabis in humans has been
extensively studied, thanks in part to the
massive Western cohort of healthy human
volunteers of the last 40 years. Cannabis may
have undergone the most extensive and un-

"...we're cops, OKZ So if the medical community says to us that this is a ﬁﬁ"bfg that will aid or assist
ﬁeo/;[s who are J'uﬁ[eiﬂiry from illness, it's not for us to say that that is not correct. Our concern is more

ahout how do you fut o zyyz‘em in /r/ace that doesn 't allow the i//eﬂa/ diversion of an illicit ;ﬁﬂ@. .. Wedo
e

have pmé s with £

way the system is put foyez‘ﬁen YWitisa ﬁﬁﬂ@ that can aid patients, it should be

distributed like all aﬁﬂbgy, in our view, b roogﬁ pﬁarmaciex. !

—Deputy Chief Christopher McNeil, Deputy Chief of Operations in Halifax, and Chair
of the Drug Abuse Committee at the Canadian Chiefs of Police Association
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orthodox Phase I clinical trials of any drug in
history.””1

Therefore, it is more important to understand and
study medical efficacy in light of the known safety
risks. Open-label clinical trials provide an ideal op-
portunity to achieve wide-ranging distribution of
the product with far fewer formal requirements than
would be needed for most clinical trials. An open-
label clinical trial is defined as a trial “used to expose
a medicine to a broad patient population, in order to
gain information on the efficacy and safety of the
medicine for situations in which it will be used.”*’
Atrial of this nature closely approximates traditional
medical treatment because there is no control group,
no placebo, and the study is not blinded (i.e. all the
parties know the identity of the substance).

The notion of an open-label clinical trial first arose
as part of Health Canada’s explanation for why
it originally refused to release the cannabis grown
for them under contract for direct medical use.
Health Canada explained that it was essential to first
conduct clinical trials before commencing any form
of medical distribution. However, in an effort to ac-
commodate the medical needs of individuals already
authorized to use cannabis, Health Canada stated it
would encourage and facilitate open-label clinical
trials if private researchers would come forward with
appropriate protocols. As open-label clinical trials
most closely approximate ordinary medical use,
without the restrictions commonly accompanying
participation in randomized, control-group trials,
Health Canada concluded that the open-label trials
could satisfy the medical needs of patients while still
generating clinical data as patients are monitored by
their physicians.®

Health Canada and the Canadian Institutes of Health
Research (CIHR) have made some efforts through
the Medical Marihuana Research Program to stim-
ulate such research — an initiative that offered suc-
cessful applicants the possibility of $1.5 million of
funding per year, with a maximum duration of three
years, to run open-label clinical trials. In its Request
for Proposals, CIHR stated:

In the absence of a commercial sponsor,
potential researchers have been required to
assume all of the responsibility for the de-
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velopment of the necessary regulatory docu-
mentation to support the conduct of clinical
studies. Health Canada recognizes this is an
onerous burden to place on researchers and
is therefore taking this into consideration for
the new Marijuana Open Label Safety Ini-
tiative.?

We now know that very little interest was generated
by this Request for Proposals, with only one applicant
being approved. Dr. Mark Ware from the McGill
Pain Centre is currently investigating the safety and
efficacy of smoked cannabis on chronic neuropathic
pain in people living with multiple sclerosis. The ex-
istence of the program showed that the government
was committed to this type of wide ranging research.
However, funding for this research program is no
longer available. It remains to be seen whether this
funding will be reinstated.

Inaninterview with the Canadian AIDS Society, Beth
Pieterson, Director General of the Drug Strategy and
Controlled Substances Programme at Health Canada,
states:

“We have not encouraged as much research
as we would have liked. There hasn’t been
as much uptake on research, but we have not
given up. ... We have money allocated each
year for research. We are going to be trying
to do more contract research so that it’s more
targeted. We solicit and invite people, and we
would have the protocols developed or do
more basic research to get to meet our needs
rather than just going to CIHR.”

An open-label clinical trial is both necessary and
desirable for the use of smoked cannabis in the
treatment and management of HIV/AIDS related
symptoms. First, patients will receive immediate
access to cannabis without enrolling in the MMAR
and it is conceivable that this access will be funded
for participants in the trial. Second, the open-label
trial provides an opportunity for physician edu-
cation. Third, the modest monitoring which accom-
panies these trials could provide definitive resolution
of critical questions about the use of cannabis for
medical purposes. Whatever mechanism is used to
make this research happen, it is of utmost importance
that this research be done.
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"So if we are  going to talk about medicinal canmabis, then let's freat it like any other medicine that we

"?’orfunafe@, 9 can afford it but 9 thorou
can afford it. That's nof the way our ﬁej;:

take,"

ﬁ//y believe that this should not be an issue for /)ea/)/e, even ifyau
th

care Jyyfem works, 9's not fm’r to /wowk[e medicine for some

/4'60/9/8 but not to others,”

"9 would also like to have it pm’p/for or be reimbursed because we have to take it out of the food éw@ez‘, ‘

Recommendation

We recommend that the Canadian Institutes for
Health Research, through the Medical Marijuana Re-
search Program, issue a Request for Proposals for a
Marijuana Open Label Safety Initiative for a trial to
assess the safety and efficacy of smoked cannabis on
appetite stimulation, nausea and vomiting, pain, and
other HIV/AIDS related symptoms.

If researcher interest is still low or non-existent, we
recommend that Health Canada actively solicit re-
search in this area through targeted contracts.

iii. Medical Associations’ Communications
to Physicians

The medical associations have been active in ex-
pressing their concerns about physicians participating
in the federal medical cannabis program. In fact, on
May 7, 2001 the Canadian Medical Association wrote
to the Minister of Health and clearly stated that “phy-
sicians must not be expected to act as gatekeepers to
this therapy,”? They feel there is not enough clinical
evidence for physicians to properly advise their pa-
tients about the use of cannabis for medical purposes,
as cannabis has not been subjected to the rigorous
clinical trial processes needed for drug approval. In
addition, the Canadian Medical Protective Associ-
ation (CMPA), the insurer for the medical profession,
issued an information sheet dated October 2001, ad-
vising doctors not to complete the requisite MMAR
declarations unless they had “detailed knowledge”
relating to cannabis. The CMPA represents 60,000
of Canada’s doctors, approximately 95% of all who
practice in Canada. On November 8, 2001, the As-
sociation wrote to the Minister of Health expressing

—Focus group participants

concern about “the medico-legal difficulties that may
face members that choose to follow Health Canada’s
Marihuana Medical Access Regulations.”?* These
cautions have put off many doctors who fear reprisal
and do not feel they have the necessary knowledge
to support their patients’ applications. The number of
people enrolled in the MMAR is 1399, and in light
of estimates of hundreds of thousands of medical
users?, it is clear that most medical users have either
chosen not to enrol, or have been unable to find a
physician willing to authorize their medical cannabis
use.

The Canadian Medical Protective Association has
recently provided an option for physicians to ad-
dress liability concerns. They have made available a
Release Form for Medical Practitioners®®. They rec-
ommend that physicians who complete the medical
declaration for a patient’s application to the federal
medical cannabis program ask the applicant to sign
this release from liability, and that they keep copies
of this form on hand for future use.

Action by the Canadian AIDS Society

The Canadian AIDS Society will take every oppor-
tunity it can to disseminate information regarding the
medicinal use of cannabis and the Marihuana Medical
Access Regulations to people living with HIV/AIDS.
Fact sheets prepared as part of this project include an
information sheet for physicians. This sheet can be
taken to physicians by their patients. It includes in-
formation about the amendments to the MMAR and
practical information about cannabis use, which may
make physicians more comfortable to support their
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patient’s application. It also includes information
about the Release Form for Medical Practitioners
from the Canadian Medical Protective Association.

Recommendations

If they have not already done so, we recommend that
the Canadian Medical Association and other medical
associations communicate the changes made to the
MMAR to their member physicians to ensure that
they have the latest information and are aware that
family physicians can now sign their patients’ appli-
cation forms, and that there has bee a shift of respon-
sibility from the physician to the patient in accepting
the potential risks and benefits of using cannabis for
medical purposes.

If they have not already done so, we recommend that
the Canadian Medical Protective Association com-
municate with their member physicians to inform
them of the Release Form for Medical Practitioners
and its purpose with regard to liability.

Iv. Physicians’ Attitudes and Knowledge
Regarding Medical Cannabis Use

Some people we consulted report some judgmental
reactions from their physicians when they brought up
the subject of cannabis for medical purposes. Others
fear their doctor’s reactions and have therefore not
discussed their cannabis use with their physician.
In some cases, discussing this topic has resulted in
tense patient-doctor relationships. We feel that pro-
hibition on cannabis and the mainstream messages
regarding drug use and “drug users’ have contributed
to this barrier. Information dissemination to physi-
cians about the medical use of cannabis is crucial.

As cannabis is not an approved drug and is not part
of the current pharmacopeia, physicians do not have
access to information regarding cannabis’ thera-
peutic applications and safety and efficacy, as dis-
cussed previously. As such, physicians do not feel
that they are in a position to assist their patients with
their application to the MMAR. In order to ensure
that seriously ill Canadians are protected under the
law when they use cannabis as part of their therapy,
physician support is required. Physicians will need
to be informed. The education and information needs
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9 ma@ don't care what other peo/z/e think
except the peaﬁ[e that can have an effect on
my ﬁ/é [like] my doctor, he doesn't approve
50 9 don't share it with him and that means
Im f/ﬂryi’n him, 9'm ﬂ/enyinﬂ m 5'66[ ﬁm/inﬂ
a doctor that fu@ knows the me;m‘ney that 9
use. I'm ;ériyinﬂ myyeé[ a doctor who agrees to
treat the whole me with HIV. It's unfortunate.
He's such an excellent doctor in so many other
ways and s compam’onﬂfe nso many other
ways. Rut 9 don't share with him that 9 smoke
because 9 know what his issues are so 9 couldn't
turn to him to sign the license and 9 can'Eshare
with him the wﬁiﬁe extent of the medicine 9 use,
And that's how it affects me,”

—Focus group participant

of physicians will need to be assessed to develop the
proper tools to address general attitudes and infor-
mation gaps.

Action by the Canadian AIDS Society

We are exploring the possibility of developing and
managing areferral list of physicians for people living
with HIV/AIDS who seek doctors who are ready,
willing, and able to sign applications to the federal
medical cannabis program. For this, we require more
information about physicians’ willingness to be on
such a list. We will consult with medical colleges to
determine the role they could play in establishing
this referral list.

Recommendations

We recommend that researchers conduct a survey of
physicians to obtain information about their attitudes
toward the use of cannabis for medical purposes, as
well as to assess their knowledge of medical applica-
tions of cannabis in the treatment and symptom man-
agement of HIVV/AIDS. This type of research should
be solicited through the CIHR Medical Marijuana
Research Program or other funding agencies. Once
this information is available, a continuing education



module can be developed to provide proper training
to physicians about the use of cannabis for medical
purposes.

We recommend that, as part of a survey of physicians
about their attitudes and knowledge related to the
medical use of cannabis, physicians be asked about
their willingness to be included on a referral list for
patients seeking physicians who support applications
to the federal medical cannabis program.

F. Stigma and Discrimination

Stigma is defined as “an unfavourable mark placed
on a person or a group”, and is “made up of attitudes,
beliefs, and policies directed toward that person or
group by others because of a perceived characteristic
of the person or group.”?* The use of cannabis is as-
sociated with stigma in our society. Medicinal users
of cannabis are often met with laughter, scepticism,
or with negative reactions, all of which may have
negative consequences on their everyday life. The
federal medical cannabis program, and the ID cards
that are issued to authorized persons, have helped to
facilitate a growing acceptance of the medicinal use
of cannabis. It has brought some credibility and legit-
imacy to the use of cannabis for medicinal purposes
and helped improve the image of cannabis use. These
positive aspects of enabling legal access to cannabis
for medical purposes are slowly shifting Canadians’
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perception of medicinal cannabis use, which in turn
contributes to the quality of life of the people who
use it.

When a society perpetuates negative, judgemental
attitudes toward any group of people, especially with
regard to their different values, beliefs and ways of
life, it is being oppressive. This oppression results
in people being stigmatized, marginalized and os-
tracized for their beliefs or actions. This oppression,
in turns, gets internalized by the people who expe-
rience it, resulting in feelings of fear, self-hatred and
shame. A lack of understanding or awareness about
the realities of the marginalized group contributes
to this stigma. When people are forced into hiding
for fear of stigmatization or criminal repercussions,
the unspoken becomes a dark cloud over their lives.
The fear-mongering that has taken place about can-
nabis use in this climate of prohibition has also fed
the beast. Breaking this silence and encouraging dia-
logue can be challenging, and can go a long way to
lifting the smoke screen.

Discrimination occurs when a person is treated un-
fairly or unjustly on the basis of belonging or being
perceived to belong to a particular group.?® During
our consultations, some people described instances
when they felt discriminated against for their me-
dicinal use of cannabis. They felt discrimination for
their choice of therapy, both by their peers who do
not use cannabis for medicinal purposes and by the
medical system in general. Denying a seriously ill
person of health care services is not only unethical,

"Some peo/?/e, . ave very suspicious when you tell them that there are some benefits to its use and it's not
Just hecause you want fo yez‘n‘onea( [ With an Authorization to Possess}, W;@ée fﬁf,y would not see it that
way anymore. 9¢'s not so much for me but for how it is seen @ others,"

Uus.

"9 helieve that the social J'fyma on anyéw/
9 have that J’ﬁjm&l two fimes ﬁﬁ%ﬁnﬂ with ffe e

57 cannabis 78 just horrendous, Being a parent myxeé[
00

[ board ete and 9 am f@mﬂ to knock down some 0/[

the barriers and 9'm f@inj to educate the puéﬁc as to what the ﬂoue:ﬂnmenf'y stance is on canmabis as a

fﬁem@, iy iffﬁfiy are going to condone that 9 believe that fﬁ@ should educate the public a little better

which would reduce the n‘ijma. !

—Focus group participants
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"The hardest fﬁinﬂ for me is still fpaying for it and fee/inj 50 discriminated. against because it's my /mg of
choice. 9¢'s discrimimated @ the tax Jyyfem, @ s'ocie@ n ﬂenem[ @ the medical Jyyfem, @ euezyéaa@, !

”9jwf want to reiterate how angry 9 am with how /onﬂ it’s fﬂ@'nﬂ to get this all sorted out and how fermﬁ@
discriminated. against J feel s bad enmgﬁ feeﬁny discriminated against because you are HI'V positive
but going fﬁmoyﬁ all of this hassle to try to  get your medicine, and the extra expense, it’s just ludicrous that
we are ﬁm/i@ to go fﬁm&gﬁ this and have a faé[ assed atlempt in prowkﬁ'rg us with our medication, 9'm

rea@ sick of it."

"9 could be denied a liver fmmp/&mf because 9 am m‘inﬂ medicinal’ Wm@mm, 9t comes info ﬁ/ﬂ when

ouwant to go for an organ transplant. They 're not going to transplant you if you smoke or do drugs,
; 7 /[Z /um//ey wﬁi’cyﬁ 9 fﬁin% ﬂl’g pméﬂég MMZ / /Jj

or certain fﬁi@;’. So we face some

knownst to ourselves and just

éeinj discovered, that are Vea@ going to frevent us from éeinj ofpen and fe/ﬁ’ry eueiyéo@, ‘

"And also 9 find that ifyou are 5'mokinﬂ medicinal marijuana, it's been m experience that 9 don't get
treated the same way ata ﬁwpiz‘a[ My /mz’n is not taken J'efiouJ@, . Somewgeiﬂe 9 need some mpp/emenf
and fﬁey won't give it to me. ‘Tﬁ;y won t give me ﬁmyfﬁi@ that has any kind of, fpain relief in conjunction

e

with my medical Vnﬂ@mm 5ot

an@ [lace that will do that is my 5ﬁeciaﬁyf who did sign my form so it's

reﬂ@ a catch 22 in some cases,”

"9 had to switch ][amz@ doctors and when 9 was trying to find a new fam@ doctor, 9 was ﬂcfua@ denied
service speciﬁ'm@ because 9 use medieal marijuana, was the exact excuse, Which 9 did @ the way refort
to the Co//eﬂe of W@ﬁciﬂm and Surgeons hecause 9 fﬁa@ﬁf it was somewhat &ﬁycm’minafmjy, ‘

but it violates the very essence of our universal health
care system. In some cases, people can be legally
protected from certain forms of discrimination.

Action by the Canadian AIDS Society

The Canadian AIDS Society is committed to dissem-
inating information about the use of cannabis for me-
dicinal purposes, to bringing forward the voices of
people living with HIV/AIDS and the realities they
face when choosing cannabis as part of their therapy,
and to encouraging dialogue on these issues. We will
continue to offer workshops, discussion groups, and
presentations and we will strive to have a presence at
relevant events, within the confines of the resources
available to us. We developed a fact sheet on “Stigma
and Discrimination of Cannabis Use” as part of our
fact sheets series. We provide information about how
people can deal with various situations of stigma
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and discrimination, as well as information on where
people can turn to pursue action should they be sub-
jected to discrimination because of their medicinal
use of cannabis. We will disseminate this report and
the fact sheets widely, and we will continue to ad-
vocate on behalf of people living with HIV/AIDS
who use cannabis for medicinal purposes.

Recommendations

We recommend that all the key stakeholders, in-
cluding the government, join our efforts in dissemi-
nating information about the medicinal use of can-
nabis and the federal medical cannabis program.
We must also find opportunities to engage others in
a dialogue about the use of cannabis for medicinal
purposes in an effort to reduce the stigma associated
with the medicinal use of cannabis.



We call on all levels of government and on the
medical and scientific communities to take measures
to ensure that there is adequate research, information
dissemination, and related services so that seriously
ill Canadians are provided with standards of care
around their treatment of choice, without discrimi-
nation.

G. Thwarting of Research

In 1972, the LeDain Commission completed its
review and assessment of the prohibitory policy
with respect to cannabis and, in the course of recom-
mending that the government decriminalize the use
of cannabis, the Commission also recommended that
research be conducted into the plant’s therapeutic
potential.*” The efforts to evaluate the therapeutic
claims of medical cannabis users were bolstered in
1988, when investigators discovered the biological
basis of cannabis’ mechanism of action. The dis-
covery of two separate cannabinoid receptors in
the central nervous system and the peripheral organ
systems managed to ground cannabis therapeutics
in the Western medical paradigm, and resulted in an
explosion of research into the plant’s medical poten-
tials. Accordingly, these discoveries have “re-estab-
lished the basis for the restoration of cannabis as a
medicine.”? In 2002, the Senate Special Committee
on Illegal Drugs reiterated the need for research into
the therapeutic applications of cannabis and recom-
mended that the Government of Canada create a na-
tional fund for this research.?

Health Canada and the Canadian Institutes of Health
Research established a five-year Medical Marihuana
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Research Program, a research fund of up to $7.5
million, to encourage research on the safety and ef-
ficacy of smoked and non-smoked cannabis and can-
nabinoids. Only one research project has received
funding, under the direction of Dr. Mark Ware,
McGill Pain Centre of the Montreal General Hos-
pital, McGill University Health Centre. The study
will investigate the safety and efficacy of smoked
cannabis on chronic neuropathic pain. The funding
period for this program has since elapsed and it is
unclear whether it will be reinstated.

The climate for researchers is still very much affected
by the current regulatory environment. One cannabis
researcher, Dr. Mark Ware, speaks of the challenges
that researchers face if they wish to pursue research
on cannabis:

“As a researcher, the challenges were con-
vincing the granting agencies that this is
a worthwhile area to study and that the de-
signs of the projects could be valid enough
to make them fundable... There’s a lot of
embitterment about the inability of grant
reviewers to recognize the need for what is
being done... it’s frustrating to have to wait
as long as one does for some of the approvals
to get the licenses [and] permits and to have
to go back and forth to committee after com-
mittee to get projects moving.”

It is regrettable that the criminal prohibition on can-
nabis has significantly limited medical research to
date. There are over 60 active compounds called
“cannabinoids” present in cannabis and scientists
know very little about the activity of most of these
compounds. Most of the research to date has fo-

"Cannabis is rema%aé@ safe. Flﬁ%@ﬁ not harmless, it is J'mﬂe@ less toxic than most of the conventional
medicines it could rep/ace if it were /eﬂagy available, ﬁefpife its use @ millions of, peap[e over thousands of

yeam, mnnﬂéiy ﬁﬂj‘ never CﬂMJ'A%/ an overaose ﬁ/eﬂfﬁ 7%8 most serious concern is fejpimfaw system ﬂ/ﬂm@ﬂ

from mwéiry, but that can eaﬂﬁy be addressed @ increasing the frotency of cannabis an @ /eve/zyain
e

the fecﬁno/oyy to J'e/mmfe £

pmﬂfz’cu/ﬂfe matter in marihuana smoke ﬁﬂom its active iry:ﬂe%em‘y, the

cannabinoids, Once cannalis regains the p/ﬂce in the [, pﬁarmacopaem 1, it will be amonyg the least toxic
substances in that compenﬁ/ium, Rgﬁf now the ﬂi"eﬂfej’f ﬂ/ﬂl’iﬂeiﬂ m w‘inﬂ marihuana meﬁﬁm@ is the
i//eﬂﬂﬁ'@ that imfaoses ﬂrem‘ deal 0][ ﬂn;(iefy and expense on peoﬂ[e who are aﬁﬂe&m@ fu}%ri@, =

—Dr. Lester Grinspoon, October 1, 1997
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cused upon THC (delta-9-tetrahydrocannabinol)
and cannabidiol (CBD). Research scientists know
little about the interplay of the 60 cannabinoids and
other unique compounds found in cannabis. Some
scientists do not believe that the entire therapeutic
impact of cannabis is found solely in the interplay
of the two primary cannabinoids (THC and CBD),
and it has been asserted that there is a synergistic
interplay among all the cannabinoids,® in that the
whole is greater than the sum of its parts. Different
strains of cannabis have different cannabinoid pro-
files and the “entourage effect” for plant medicines
(i.e. the medical effect which is derived from syn-
ergistic interplay) would dictate that these different
strains have distinctive therapeutic applications.
Preliminary research has indicated that the different
cannabinoids may indeed have different therapeutic
applications. For example, it has become fairly clear
that the anti-seizure and anti-spasmodic properties
of cannabis may relate more to the presence of the
cannabinoid CBD than the presence of THC. As Pro-
fessor Richard Musty has noted: “thus far, THC and
CBD ratios have been administered to a maximum
1:1 ratio, yet the studies cited above suggest that al-
ternative ratios of CBD:THC should be tested for
their pharmacological and clinical efforts.”! A great
deal of research needs to be conducted to explore the
interplay of diverse cannabinoid profiles found in the
various strains of cannabis, in order to gain a clearer
scientific understanding of the medical potential and
properties of cannabis.

Accordingly, the direction of contemporary cannabis
research concerns the production of a multitude of
diverse strains with varying cannabinoid profiles,
in order to assist in selecting one strain with the
greatest therapeutic potential for symptom control. It
is clear that THC and CBD are not the only pharma-
cologically active constituents and that the presence
of these other constituent elements can modify the
overall effect of cannabis. As noted by Wilkinson,
et. al.:

This work suggested that medicinal prepa-
rations of cannabis should be characterized
chemically to a greater degree than simply
specifying the concentration of THC and
CBD, to maximize efficacy and minimize side
effects....It also suggests that other non-psy-
choactive compounds might be discovered,
and by selecting asuitable ratio of constituents
it might also be possible to minimize side
effects and increase efficacy. It is therefore
likely that preparations containing different
cannabinoid ratios will be developed for dif-
ferent therapeutic applications in the future,
but determining the effective composition of
these will require further basic research, in
addition to clinical investigation.®

Accordingly, there is an unresolved debate as to 1)
whether or not cannabis-based medicine should be a
delivered as a whole plant product, either in extract
form or in herbal form, and 2) whether or not the
hundreds of strains of cannabis available in the black
market all have different therapeutic effects, as has
been suggested by its users. There has been a great
deal of clinical research done using synthetic can-

"Without the medical’ marijuana, I would have a very difficult time eating a substantial amount of food
without éecominj nauseous, J'imﬁ@ from the heat, the smell] the taste,”

"9 relieves the nausea from the meds and allows me to have an appetite and to stick to the regimen of
faéfnj p;/ﬁ And certain strains work betfer fo:ﬂ the fpain, !
"Wedications turn my a/o/aeﬁfe oﬁ[ and make me .S‘/Mﬁij'ﬁ 50 w‘z’nﬂ 66?95‘ me want to eat and ﬂiuey me drive

fo 90 out.”

"9 allows me to have a much impmf/ef/ c;mj@ of life, 9 can eat like a horse and ' my CD4 counts have risen
from a low of 20 (when 9 was %@nm with full blown AIDS) to todn wﬁgﬂe itis ﬂﬁ/)roﬂcﬁiry 500
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—Focus group participants



nabinoid derivatives, but little with smoking or in-
gesting the whole plant product to determine if there
is strain-specific therapeutic response. It is critical
to resolve the strain-specific issue because of the
government’s “one-size-fits-all” approach of only
offering one strain of cannabis despite the different
needs.

We have already presented a brief overview of the
existing research with regard to the management of
HIV/AIDS related symptoms with cannabis, cannabis
versus pharmaceutical products, adherence to anti-
retroviral therapy, and long term effects of cannabis
use (see section 3). It is clear that more research is
needed using cannabis in either smoked or vaporized
form. Long-term studies on the effects of cannabis
on the immune system and on antiretroviral medica-
tions, as well as studies on the direct effects of canna-
binoids on the CD4 cell counts and viral loads need
to be conducted to determine the long term safety of
cannabis use for people living with HIV/AIDS. The
effects of different strains must also be studied.

Research can greatly be enhanced by involving
community groups or organizations from the devel-
opment of the research protocol to the dissemination
of results from a clinical trial. An innovative ap-
proach to clinical trials entails creating a community
advisory committee to obtain input directly from the
population one wishes to study. Such a committee
can also assist with recruitment. Community-based
research also has an important role to play in contrib-
uting to the greater body of knowledge.

Action by the Canadian AIDS Society

The Canadian AIDS Society has provided letters of
support to researchers and has participated in com-
munity advisory committees for research proposals
that were submitted for funding. We would be willing
to collaborate to assist in the development of research
protocols and with the recruitment of participants,
within the confines of available resources.

Policy Considerations and Recommendations

Recommendations

We recommend that funding bodies such as the Ca-
nadian Institutes for Health Research and Health
Canada solicit research proposals in the following
areas:

e Randomized controlled trials comparing smoked
and vaporized cannabis to pharmaceutical
products currently available for stimulating ap-
petite, managing nausea and vomiting, and man-
aging pain

e Long-term effects of cannabis on the immune
system and on antiretroviral medications

e Therapeutic effects of various strains of cannabis
and cannabinoid profiles on specific symptoms

e Research into the direct effects of cannabinoids
on CD4 cell counts and viral load

e Research into alternative modes of delivery such
as vaporizers

e Community-based research

H. Thwarting of Information Regarding
the Medicinal Use of Cannabis

As with any activity that is forced underground,
prohibition on cannabis has resulted in the stigma-
tization of its use and in a societal silence on the
subject. People do not discuss the use of cannabis
openly, except in closed circles, for fear of judgement
or criminal prosecution. Prohibition has an impact on
the everyday life of a person who uses cannabis for
medicinal purposes. The silence that surrounds can-
nabis use results in a lack of information for people
who use it for medicinal purposes.

Participants in the consultations were asked what
type of information they would like to have access
to regarding the use of cannabis for medicinal pur-
poses. Table 2 shows the main categories of infor-
mation needs identified.

Under “Scientific and Medical Evidence”, people
asked for information on health benefits, efficacy, ef-
fectiveness, on health risks, safety issues, long term
effects , strains, scientific studies, clinical trials, and
research, interactions with medications, how to use
cannabis medicinally, dosage, health issues related to
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Table 2. Information Needs of People Living with HIV/AIDS

Information Need Identified Number of Responses | Percent
Scientific and Medical Evidence 74 42.5
Access to Cannabis/Information on Cannabis 36 20.7
General Information 23 138.2
Marihuana Medical Access Regulations 22 12.6
No Information Needs — fine with information 11 6.3
that exists
Harm Reduction — Alternatives to Smoking 8 4.6
Alternatives to Current Legal Options 2 1.1

the production of cannabis, addictive patterns, and
on economic savings for medications not dispensed
due to cannabis use. Under “Access to Cannabis/In-
formation on Cannabis”, people wanted information
on availability, access (i.e.where and how to obtain
cannabis safely and easily), costs and how to get it
at affordable cost, information on growing cannabis,
potency and THC percentage, health insurance cov-
erage, quality, and how to store and handle can-
nabis. Under “General Information”, they wanted
all information or any information, web sites, more
public and accessible information, testimonials from
users, information in French, and the truth! Under
the “Marihuana Medical Access Regulations”, they
sought information regarding the federal program,
legal issues and understanding of the law and regu-
lations, how to obtain authorization and access can-
nabis legally if their doctor will not sign their appli-
cation, a list of physicians open to the idea of signing
forms, pharmacy distribution, and how to get their
doctor to sign their application for authorization. For
“Harm reduction — Alternatives to Smoking” they
asked for information on how to cook with cannabis,
and information on pharmaceutical options. As for
“Alternative to Current Legal Options”, they wanted
information on commercial licenses for producing
cannabis for medicinal purposes, and how to start up
a compassion club.

The people we consulted clearly stated their infor-
mation needs when it came to all aspects regarding
the use of cannabis for medicinal purposes. They
asked for information on the scientific and medical
evidence of the therapeutic effects of cannabis,
how to access cannabis for medicinal purposes, the
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MMAR and the federal medical cannabis program,
alternatives to smoking and harm reduction strat-
egies, and more.

Action by the Canadian AIDS Society

To address many of the information needs expressed
by the people living with HIV/AIDS, the Canadian
AIDS Society has prepared a series of fact sheets® to
provide information about the various aspects of the
medicinal use of cannabis, as well as listing resources
where they can find more information. These sheets
will be disseminated widely to our membership and
at various events relevant to people living with HIV/
AIDS, within the confines of available resources.

We call on our member organizations to assist us in
disseminating the fact sheets on Cannabis and HIV/
AIDS, to develop position statements on the use of
cannabis as therapy for people living with HIV/AIDS
and to support our advocacy efforts with regard to
the use of cannabis for medicinal purposes by people
living with HIVV/AIDS.

Recommendation

We recommend that all key stakeholders, including
Health Canada, engage in the gathering and dissemi-
nation of information regarding the use of cannabis
for medicinal purposes to people living with HIV/
AIDS and other seriously ill Canadians.

. Access to a Source of Cannabis

On the consultation questionnaire, respondents
were asked where they obtained their cannabis for
medicinal purposes. The most commonly reported



source by far, by 62.5% of respondents, was “a friend
or someone they know”, hinting at the broad network
that exists to obtain cannabis in Canada. The next
most common source, by 35.9% of respondents, was a
compassion club, followed by street dealers (30.8%).
Some people grew their own cannabis (17%) or had
someone grow it for them (4.3%). Half of the people
who grew their own had obtained a license to do so.
The least frequently reported source was the gov-
ernment product (1.7%). Many (44.4%) respondents
reported that they obtained cannabis from more than
one source.

"Many peop/e are in a situation where the
have to break the rules fo be able fo mppi

themselves, "

—Focus group participant

When a person obtains an Authorization to Possess
cannabis for medical purposes, they have three legal
options to obtain cannabis. They can order the can-
nabis produced under contract for the government,
obtain a Personal License to Produce cannabis, or
designate a person to produce cannabis for them.
This designated person must obtain a Designated
Person License to Produce. Designated producers are
also limited to grow for only one authorized person,
which means that each authorized person who
chooses this option must find their own designated
producer. Many people are not in a position to grow
cannabis and may not know of someone who would
be willing to grow it for them.

This section explores access to medicinal cannabis
through various sources and provides recommenda-
tions to ensure that seriously ill Canadians are pro-
vided with more legal choices to supply themselves
with medicinal cannabis.

i. The Cannabis Grown for the
Government

The government has contracted a licensed dealer
to produce and distribute cannabis for medical pur-
poses to authorized persons. The product has re-
ceived much media attention and has been subject

Policy Considerations and Recommendations

to much criticism. Changes to the product have been
continuously made based on feedback received from
the people who are using the product. The cannabis
produced for the government is sold to authorized
persons for $5 a gram, plus applicable taxes.

The number of people ordering cannabis from the
government remains low. Out of the 1399 people
who are currently authorized to possess cannabis for
medical purposes, only 266 have ordered their can-
nabis from the government, which represents less
than 20% of authorized persons. This number in-
cludes 72 people who have a license to produce and
who are temporarily ordering dried cannabis from the
government while they wait for their first crop to be
ready to harvest. Essentially, only 14% of authorized
persons have actually ordered their cannabis from
the government as their main source of cannabis for
their medicinal purposes.

It was clear from our consultations that people had
heard unfavourable comments and reports about
the medical cannabis produced for the government.
Very few people we consulted had actually tried the
product, and even fewer were ordering their cannabis
from the government. People who had tried the gov-
ernment’s cannabis most frequently reported that the
product was too dry and too finely ground. Improve-
ments regarding the grind size and moisture content
have been made to the government’s product. De-
spite Health Canada’s efforts to improve the product
based on feedback, uptake by authorized persons
remains low. This is a concern, especially if the gov-
ernment is moving toward making the government
product the only legal source of cannabis for medical
purposes, along with their plan to phase out licenses
to produce and to eventually distribute cannabis
through Canadian pharmacies. We strongly oppose
this vision of phasing out licenses to produce as it is
not in the best interest of seriously ill Canadians who
use cannabis for medicinal purposes. People have
told us that if the government moves toward phasing
out licenses to produce, they will seek other sources,
which means that they will resort back to the black
market, or that they will continue to produce their
own cannabis without a license.

Given the current public perception of the govern-
ment’s cannabis, the fact that the government only
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provides one strain to authorized persons, and the
government’s vision to phase out licenses to produce,
we are concerned that people living with HIV/AIDS
will further have to break the law in order to supply
themselves with cannabis for their medicinal pur-
poses. We favour providing authorized persons with
a variety of legal options and medicinal cannabis
products.

This said, the government will have to take measures
to increase buy-in from authorized persons. To ad-
dress the negative perception that currently exists
regarding the government’s cannabis, people will
have to try it for themselves. We suggest that Health
Canada distribute small samples, perhaps 5 grams, of
their product to newly authorized persons to enable
them to try the product and to determine for them-
selves whether or not it is effective for their symptom
management. This practice is widely used in physi-
cians’ offices when patients are prescribed medica-
tions.

Recommendation

Given the low uptake of the government’s cannabis
by authorized persons, we recommend that Health
Canada provide 5g samples of cannabis to newly
authorized persons to encourage more authorized
persons to try the government’s product and subse-
quently order it, to minimize the number of autho-
rized persons that depend on an illegal source of can-
nabis.

Ii. Personal Licenses to Produce
Cannabis for Medical Purposes

Ideally, authorized persons should have legal access
to a safe and affordable supply of cannabis for their
medical purposes. Canada has been facing some chal-
lenges in providing adequate access to a legal source
of cannabis for medical purposes while working its
way through the complex legal issues. There is no
doubt that providing an authorized person with a li-
cense to produce cannabis for their own medical use
facilitates access to cannabis. Many people welcome
the fact that they can grow their own cannabis le-
gally. This gives them control over the selection of
the strain of cannabis and the conditions in which
their cannabis is cultivated. It also cuts the costs of
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"In the éeﬂinnin it was reﬂ@ diffieult because
9 I"éﬂ@ ﬁﬁ/g t have great deal of an idea

how to  grow it and [ grow it pm/}elﬂ@, So 9 went
through a few trinls and 9 had friends who
grew éefaj;e indoors. Znd fﬁgy came in and we
éozqﬁf the equifment, That's the worst fart of it
Is buying the equipment to grow it. .. [it] is very
ej;/»em'if/e and now what you are éeinj ][orcw/

to do is 1) take time to grow this, and 2) to oy
for the equifment so it takes quite a while before
you recoupy your money. 9 takes af least two
crops ;ﬂea@ to make your money back for what
you spent on the equifpment, But once you get
it ﬂoinﬂ,[you save a lof of money, but if's a real
ég hassle. One fﬁinﬂ, it can /eyl‘my your home
i][you don't have the [oroper venbilation and
venlilation costs a lot of money. J need to é@
the fproper strain that is going to be mfz}'ﬁzcz‘my

for me.”

—Focus group participant

obtaining cannabis, once their garden is established
and the crop is stable. Barriers with regard to Per-
sonal Licenses to Produce need to be addressed.

a. Costs to Set Up, with No Financial
Compensation

As many people reported, the initial costs of setting
up a home garden can be steep. The costs of getting
all of the proper equipment and supplies can be a
barrier for some to start producing for themselves.
There is also a steep learning curve for people who
have never grown cannabis.

In its March 2005 budget, the federal government an-
nounced that a medical expense tax credit (METC)
had been granted for drugs purchased under Health
Canada’s Special Access Programme, and for
medical cannabis. These two types of medication are
available only upon the recommendation of a phy-
sician. However, to be an eligible expense under the
METC, medical cannabis has to be purchased from
either Health Canada or a designated grower by an



individual authorized to use cannabis for medical
purposes under Health Canada’s Medical Marihuana
Access Regulations or by exemption under Section
56 of the Controlled Drug and Substances Act.

For authorized persons who grow their own cannabis
with a Personal License to Produce, production costs
are not eligible under the METC, with the exception
of the cost of seeds purchased from Health Canada.
According to the government, individuals who have
eligible medical expenses (now including medical
cannabis) in excess of a certain threshold (the lesser
of 3% of their net income for tax purposes or $1,844)
are now able to claim those expenses and receive tax
relief of up to 16% of those expenses. The medical
expense tax credit is not intended to reimburse indi-
viduals for the costs they incur, but rather to recognize
their reduced ability to pay tax as a result of incurring
those expenses. The Canadian AIDS Society has
asked the federal government about the rationale for
excluding expenses incurred by authorized persons
who have a license to produce. We were told that the
Minister of Finance made a decision not to grant a
tax credit to people who grow their own cannabis
for medical purposes on the basis that it would be
almost impossible to calculate the expenses incurred.
% We challenge this explanation. It would be simple
for holders of licenses to produce to submit receipts
for their costs as they would for any other medical
expense.

Recommendation

We recommend that the Minister of Finance revise
the medical expense tax credit to allow authorized
persons who have a License to Produce cannabis for
medical purposes to claim expenses incurred in pro-
ducing cannabis for their medical purposes. These
costs include a portion of their electricity bills, based
on the square footage of their cultivation area, costs
for equipment and supplies purchased to start up and
maintain their production of medical cannabis and
the costs of seeds required to start their home garden.
All of these costs should be allowable under this tax
credit.

Policy Considerations and Recommendations

b. No Other Legal Option Should Crops Fail

Currently, authorized persons have three legal op-
tions to obtain cannabis for medical purposes. They
can buy the government’s product, grow their own,
or designate someone to grow for them. Authorized
persons cannot use more than one of these options at
a time. There are provisions made within the MMAR
that allow a person to order medical cannabis from
the government for a period of four months while they
are setting up their home garden. However, should a
person’s crop fail, not yield the expected amount of
cannabis needed, or should a person’s crop be de-
stroyed by pests, a home invasion, or police inter-
vention, an authorized person has no immediate legal
option available to them. There must be a mechanism
in place to account for such situations in the event
that someone is left with no immediate access to a
legal source of cannabis.

Recommendation

We recommend that Health Canada establish a
mechanism through which a person can report a loss
of crop and obtain immediate authorization to have
access to the government’s supply until such a time
as they are able to supply themselves adequately
through their home garden.

c. No Access to Testing to Ensure the
Cannabis is Safe

Cultivating cannabis requires knowledge and skills.
Cannabis plants are not necessarily that different
from other household plants. However, extra care
and knowledge are required to tend to plants used
for medicinal purposes. There are specific consider-
ations to ensure that a crop is free of microbiological
or heavy metal contamination.

There is currently no legal way for a grower to get
their cannabis tested to verify its potency in terms of
THC content nor to ensure it is safe for consumption.
As Richard Viau, Director of Drug Analysis Service
at Health Canada, reports:

“It is still buyer beware because the buyer
has no way of checking that [the product is
safe]... Because growing marihuanaisillegal,
those growing it do so in a hidden fashion and
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there is no authority verifying what they are
doing... a license is required to test a con-
trolled substance like marihuana and Health
Canada is the one issuing licenses. We have
not received any applications from any recog-
nised labs to test marihuana... Other than at
Health Canada, no Canadian laboratories are
currently authorized to test cannabis.”®

Licensed laboratory testing for heavy metal contami-
nation and biological impurities must be authorized
for all authorized persons under the MMAR to ensure
their cannabis’ safety, regardless of the source they
obtained it from.

Action by the Canadian AIDS Society

The Canadian AIDS Society strives to provide rel-
evant health information to people living with HIV/
AIDS and to its member organizations. As part of
the fact sheets developed on the medicinal use of
cannabis, we have included a fact sheet on “Tips for
Growing Cannabis Safely’. This fact sheet provides
information on how to avoid the growth of micro-
biological contaminants, as well as where to find re-
sources on how to cultivate cannabis for medicinal
puUrposes.

Home insurance policies have an exclusion clause
with regard to the production of drugs, such as: “This
policy does not insure against loss or damages di-
rectly or indirectly caused, in whole or in part, by
an illegal drug operation.” The key word to look for
in an insurance policy is ‘illegal’. If a person is pro-
ducing cannabis legally, with a license to produce
issued by Health Canada, then their insurance policy
should be valid in the case of an insurance claim. If,
however, the exclusion clause does not specify the
‘illegal’ production of drugs, then it is best to search
for a policy that does in order to be covered in the
event that a claim should be sought. The Insurance
Bureau of Canada does not officially have a policy
with regard to the legal production of cannabis for
medical purposes. They are aware of this situation
and are considering establishing a working group to
address it.

Action by the Canadian AIDS Society

The Canadian AIDS Society has prepared fact sheets
on the use of cannabis for medicinal purposes for
people living with HIV/AIDS. One of the fact sheets
on ‘Tips for Growing Cannabis Safely’ includes in-
formation about what people should look for in their
insurance policy.

Recommendation

We recommend that Health Canada, under the Con-
trolled Drugs and Substances Act, license some Ca-
nadian laboratories to test cannabis that is grown
for medical purposes by persons who hold an Au-
thorization to Possess and/or a License to Produce
through the MMAR, regardless of where the autho-
rized person obtained the cannabis.

Recommendation

We recommend that the Insurance Bureau of Canada
develop an official policy regarding insurance cov-
erage when a person is legally licensed to produce
cannabis for medical purposes, and that the Bureau
disseminate this information to insurance companies
across Canada.

d. Issues Regarding Home Insurance

During our consultations, some people reported that
they faced difficulties in obtaining home insurance
when they are cultivating cannabis for their medical
purposes. The Canadian AIDS Society spoke with
the Insurance Burcau of Canada to find out how
best to advise people on this issue.* The Insurance
Bureau of Canada provides policy texts for Canada’s
insurance companies to consider including in their
insurance policies.
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e. MMAR Calculations for the Limit on the
Number of Plants

The MMAR include an equation to calculate the
number of plants a person can be licensed to produce.
The equation accounts for an authorized person’s
daily dose of cannabis, in grams, whether the plants
will be grown inside or outside, the number of growth
cycles per year, and the expected yield of dried can-
nabis per plant. It also accounts for some loss of
crop.



"9 grow my own, The é%eyf downfalls about

that are first of all ﬁaw’nj the space to doit 9
do have a space but conceﬂﬁnj it from your
ne@%awﬁoop/, eypew‘a@ when the police are
éma/myﬁnﬂ alerts to be on the /oogm‘ for 50
called [ grow houses, So that's a /woé/em !

—Focus group participant

There are many variables that influence how much
cannabis a garden will yield. It is known that there is
great variability in the average amount of dried can-
nabis that a plant will yield, which is dependent on
the strain, the growing conditions and the grower’s
experience. It is also common practice, when one
grows indoors, to ‘clone’ the plant to continue the
cycle of growth. This simply involves taking clip-
pings from a mother plant and rooting them to create
more plants. Cloning is a skill and clones often do
not take root. As a result, licensed people sometimes
find themselves with the appearance of having more
plants than is indicated on their license to compensate
for the clones they will likely loose. Adhering to the
number of plants allowed can be a challenge for
people who produce cannabis, and it may result in
criminal prosecution if a person is found to be ex-
ceeding the number of allowed plants.

The challenge is to find a method that can best es-
timate if a cannabis garden is meeting the medicinal
needs of an authorized person. One method, based on
the canopy size* one grows, is said to offer a more
accurate calculation of how much cannabis a garden
yields while providing authorized persons with a va-
riety of options on how they can set up their garden.
Basically 100 square feet of outdoor mature garden
canopy typically yields three pounds (or 1,361
grams) of processed bud per year.*® Currently under
the MMAR, about 60% of authorized persons have
an authorization for 5 grams per day, or 1,825 grams
per year.® The canopy size method makes it easier
for police to monitor and to visually assess whether
or not a garden is in compliance with the law, as they
would simply need to measure the area.

Policy Considerations and Recommendations

Recommendation

We recommend that Health Canada study the pro-
posed model offered in the document “Cannabis
Yields and Dosage”, available at <http://www.safe-
accessnow.net/pdf/sanhandbook04.pdf>, and con-
sider integrating these calculations into the MMAR,
to replace the equation that is currently used to cal-
culate the number of plants a person with a license to
produce is allowed to grow.

f. Local Efforts to Crack Down on Grow-
Ops

As reported in the media and by people we consulted,
some municipalities have established programs to
crack down on the number of cannabis grow-ops in
their jurisdiction. While we feel that these commu-
nities have the best interest of their residents at heart,
these efforts have a negative impact on the lives of
people who are licensed to grow cannabis for medical
purposes. These programs encourage neighbours to
come forward and report suspicious activity in their
area. They advertise what to look for and who to call
if you suspect a neighbour is growing cannabis.

This causes people with licenses to be stressed about
their neighbours finding out. Growers should take
extra measures to camouflage their garden. While we
think that a licensed person would most likely not
be subjected to criminal prosecution should they be

9 ﬂof worse fﬁi@y fo worry about then the

cops comz’;;g, anyﬁow, 9 ﬂof fo worry about
5‘1‘@1’@ alive with my ills and ﬂiﬂowinﬂ the
riﬂﬁf amount of, p/am‘y. That's another thing. 9
mean it's hard to do. 9'm doing clones an/yyz‘uﬁ[
or whatever and it's hard to %Ze/] track, What
ﬁﬂ/}/oem' if fﬁey come in one day and 9 have 21
p/am‘y ownd 9'm on@ allowed to iwe 19. Do fﬁey
yané them all out or what? Who knows what
ﬁap/rem !

—Focus group participant
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investigated by the police, we fear the safety reper-
cussions and the unwanted attention that authorized
persons would experience if the word got out in their
neighbourhood that they are producing cannabis for
their medicinal purposes.

Action by the Canadian AIDS Society

While the Canadian AIDS Society cannot control
what goes on throughout Canada’s municipalities
and how they choose to address the proliferation of
cannabis grow-ops, we can provide advice to people
who have licenses to produce cannabis for medical
purposes. We have included, as part of the fact
sheets, some tips on discretion with regard to their
home garden, as well as information on what Autho-
rizations to Possess and Licenses to Produce allow
and do not allow according to the MMAR.

Iii. Designated Person License to Produce

Making provisions within the MMAR to enable
people to designate someone to grow for them fa-
cilitates access to cannabis for medical purposes for
seriously ill Canadians who may not be in a situation
where they can grow for themselves.

The MMAR state that a designated grower may only
grow for one authorized person, and may only collec-
tively grow with a maximum of two other growers.
According to Health Canada, these limits were put
in place so as to avoid diversion of cannabis into the
community.

It is no secret that cannabis is widely available in
Canada on the ‘black market’, except for some
remote areas where it is difficult to obtain. The Fraser
Institute estimates that Canadians spend anywhere
from $1.8 billion to $4.4 billion for cannabis in 2000
(compared to $2.3 billion for tobacco). This said, ar-
guments for imposing restrictions on the production
and distribution of medicinal cannabis for fear of di-
version into the general population are unjustified.

Furthermore, these limitations on designated growers
were found to be inviolation of section 7 of the Charter
in the Hitzig case, in which the Court invalidated the
provisions which prevented designated growers from
receiving compensation, from growing for more than
one authorized person, and from growing in combi-
nation with more than two other designated growers
(see section 4D).%

For there to be more legal options for authorized
persons, the restrictions imposed on designated
growers must be lifted to allow designated growers
to produce cannabis for multiple authorized persons,
and to do so collectively with more than two other
growers. This would enable pharmacies and com-
passion clubs to obtain a legal source of cannabis and
offer a variety of strains and products. This would
also logically result in fewer licenses to produce to
be issued, making it easier to monitor for quality
control, and easier for law enforcement purposes, as
there would be fewer sites.

"Along the way we ﬂof asked @ a lot more paﬁenfx across Canada to ﬁmw’a/e fo:n them. ... we're now up
fo almost 100 /mﬁenﬁ' in the Health Canada/ MM?W{K)Mjmm who have requested our pm&/ucf and
who have /mow’&é/ us with all their license information and wanting us to prowkje to them. Of course, we
have submitted a lot of those /eﬂ'ﬂnm‘eﬁ/ [ grower forms to Health Canada for piﬂoceﬂ'i;;g and we  get rejection

letters back, ... From a grower ﬁerjpecﬁue, wanﬁnﬂ to pmwll/e to these freo
&nowiry that we can on Iy legally ﬁmw’ﬂ/e to tw
Knowinj that fﬁexj/wo/;/e are veally ill and knowiry f
ﬁﬂpﬁy about p:ﬂow%’nﬂ, yetvery limited in terms of who we can mpp@ to and access fo

very content an

e, it is very ﬁﬂuyfmﬁ@

0 {ﬂﬁenfy, .. 9 think that is the most ﬁ%‘fmﬁnﬂ

art,
at we are pra/ucinﬂ a /uﬂaa/ucf that we ce;ﬂfm’né feel

that /wo&/ucf far paﬁenfx Cerfm’n@ 9 think the jouernmenf [rrogram ij‘ﬂw’nﬂ the wrong direction in terms
of ﬁmiﬁnj access further to mu/ﬁp/e choices for the patient.”
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—Eric Nash and Wendy Little, Designated Growers



Recommendation

We recommend that Health Canada lift the restric-
tions imposed on designated growers, to allow them
to produce medical cannabis for multiple authorized
persons, and to do so collectively with more than two
other growers. The cannabis production facilities
could be regulated and monitored to ensure quality
control.

iv. The Government’s Plan to Phase Out
Licenses to Produce

As mentioned earlier, Health Canada’s vision is to
eventually distribute medicinal cannabis through
Canadian pharmacies, and phase out Licenses to
Produce medicinal cannabis (both personal and des-
ignated persons licenses). While we support the de-
velopment of pharmacy distribution of medical can-
nabis, we do not support eliminating legal options for
authorized persons to supply themselves. Whatever
the reasons are for someone to produce their own
cannabis, we support a person’s choice in how they
obtain cannabis for their medicinal needs, in accor-
dance to what best suits their needs.

For many, the decision to grow their own cannabis
is purely economical, and may be the only way they
can afford to supply themselves with cannabis for
their medicinal needs, until such a time as other pro-
visions can be made to assist them with the costs.
Some people tell us that they will simply continue
to produce cannabis for themselves regardless of
whether they can obtain a license or not, which alarms
us. Seriously ill Canadians should not be forced to
hide and ‘go underground’ to be able to have access
to the therapy of their choice. It seems that further
limiting legal options for seriously ill Canadians
without financial compensation is a step backward in
ensuring legal access to the treatment of their choice
without fear of prosecution, and we question the con-
stitutionality of doing so.

Once again, we point out how novel our federal
medical cannabis program is on the world scene.
Canada has found an innovative way of providing
compassionate access to cannabis for seriously ill
Canadians who need it for medical purposes. The
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government’s cannabis is thoroughly tested to ensure
its safety, and labelled to provide the maximum
amount of information to its users.

Nonetheless, we question this vision that would lead
to the government’s monopoly on the legal supply
of medical cannabis for authorized persons. Health
Canada has made a policy choice to focus upon the
cannabis produced for them under contract as the ex-
clusive legal source of supply for authorized Cana-
dians. Originally, this cannabis was to be produced
strictly for research purposes, but Health Canada was
compelled to make provisions for a lawful supply by
the ruling in the Hitzig case (see section 4D).* In that
case, the Court of Appeal recognized that a lawful
supply could be facilitated by the authorization of
compassion clubs, the loosening of restrictions upon
designated producers, or the distribution of cannabis
produced under government contract. The June 2005
amendments to the MMAR did not contemplate the
authorization of compassion centres nor the lifting
of restrictions on designated producers that currently
limits them to grow for one authorized person only.

Compelling authorized persons to choose the gov-
ernment’s cannabis will not satisfy the constitutional
requirements of section 7 of the Charter if the gov-
ernment product proves to be unsatisfactory to se-
riously ill Canadians. As previously mentioned, the

"When 9 was worﬁiry on my ﬁ/ﬁmﬁ', 9 found
that to be ver fﬁempeuﬁc and very nature
oriented, 9 was fﬁ)inj 5'07;431%’@, 9 was
/J:ﬂo/uci;}q mg own medicine, it was very /90J'iﬁue,
. An iff ey were {o take that away as well, 9
still think L%Zn‘ 9 would choose to do it 1’/@&1@,

"My 5%35‘1‘ pmé/em with this whole idea is that
fﬁey want to stofy us from /Jm/ucinﬂ it on our
own and they are not rm/iﬁﬁ’ry any means for
us to oay for this, That's the éweﬂ‘ /uﬂoé/em,
9¢'s all aloout the dollar. For me, 9 cannot
afford to é@ the amount of marijuana that 9
smoke. 9 con't”

—Focus group participants
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government’s cannabis has been highly criticized,
and whether these claims are well founded or not,
the public’s perception has been negatively affected.
This is reflected in the low number of people who
choose the government’s cannabis to supply them-
selves. The low uptake of the government’s product
by authorized persons (about 14%) is of concern
to us in light of the government’s stated vision of
phasing out licenses to produce. This will leave au-
thorized persons with only one legal option to supply
themselves with medical cannabis, the government’s

supply.

In light of the significant impact that phasing out li-
censes to produce would have on many authorized
persons, it is critical to examine Health Canada’s
primary reason for choosing its contractor as the
only lawful source. Health Canada has asserted on
many occasions that this is due to the 1961 United
Nations Single Convention on Narcotic Drugs. It
claims that this treaty requires the government to
assert a monopoly over the production and distri-
bution of cannabis. If Health Canada is correct in
this assessment of its international obligations, then
the only available course of action would involve
making improvements to its product and providing
a variety of products to better meet the needs of au-
thorized persons. However, the UN treaty is fraught
with ambiguity. A careful examination of its terms
shows that Health Canada is not legally required to
maintain a monopoly over production. As the UN
treaty is purportedly the barrier to constructing dis-
tribution options, it warrants a detailed discussion.

Although Health Canada does not need to own the
cannabis, it may be required to become the sole pur-
chaser of the product. Article 23 of the Single Con-
vention refers to obligations such as the requirement
for all cultivators of cannabis to deliver their total
crops of cannabis to the agency for distribution.*? In
other words, even if Article 23 applies to medical
cannabis, the thrust of the Article solely involves
monitoring and control. To prevent diversion of
medical cannabis into black markets, the Convention
requires the government to purchase the cannabis
from its licensed producers, and then allows the gov-
ernment to control wholesale, export, and import
(but not retail). As noted in the Commentary of the
Single Convention, it was anticipated that having the
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government offer “prompt payment, a good price
and other favourable conditions to purchase”* would
assist in preventing diversion into illicit markets.
Therefore, Article 23 simply contemplates that the
government control wholesale and international trade
after offering its producers fair market value for the
harvest. Article 23 cannot extinguish the producer’s
proprietary rights in the product. Our courts would
require the Convention to have much clearer and ex-
plicit language before it would allow the Convention
to extinguish vested property rights.

This said, we are concerned that Health Canada’s
vision of phasing out licenses to produce and of
solely distributing the government’s cannabis through
Canadian pharmacies will result in even fewer au-
thorized persons having legal access to a supply of
medicinal cannabis. While we support the proposed
distribution of medical cannabis through Canadian
pharmacies, we call on the government to put seri-
ously ill Canadians first and provide several legal
options for authorized persons to obtain medicinal
cannabis.

We fear that limiting legal access to one source will
result in more people seeking illegal sources, despite
having authorizations to possess. We already see,
from our consultations, that very few people obtain
their cannabis from the government’s source. Lim-
iting legal options even further will exacerbate this
situation.

Action by the Canadian AIDS Society

The Canadian AIDS Society will continue to provide
accurate and up-to-date information aboutthe MMAR
and about the legal options available for people to
supply themselves with medical cannabis. We will
also continue to advocate for changes to the MMAR
to provide more legal options for sources of medical
cannabis for authorized persons.

Recommendation

We strongly oppose Health Canada’s vision to phase
out licenses to produce. We recommend that Health
Canada lift restrictions imposed on designated pro-
ducers and allow them to grow for multiple autho-
rized persons, and collectively with more than two



other designated producers. The cannabis production
facilities could be regulated and monitored to ensure
quality control.

v. Compassion Clubs

The “compassion club” or *“cannabis club” concept
developed in California in the 1990s. Various centres
exist throughout Canada, although they remain an
illegal source of cannabis. The existence of com-
passion clubs has largely depended upon the courage
of dedicated individuals and the exercise of police
discretion not to lay charges. Although there have
been some raids, the prosecutions of clubs that follow
certain guidelines have not succeeded to date. A few
of the clubs have even managed to obtain a not-for-
profit society status either in their province or with
Industry Canada.

Compassion centres offer a range of strains and de-
livery systems, whereby patients discover the product
which works best for them through a process of trial
and error. Clubs in San Francisco, for example, offer
various products and services such as a number of
strains ranging from 5 to 60 varieties, vaporizers,
peer counseling, edibles, tinctures, clones, hash and
hash oil .

For the purposes of this report, we conducted an in-
formal survey of the practices of clubs across Canada
to present a glimpse into the services they provide
(see Table 3). Altogether, the clubs that responded to
our questions served more than 6,450 people who use
cannabis for medicinal purposes and offered a variety
of services and options. In our consultation, 35.9%
of respondents use compassion clubs as a source of
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"Compassion club offers a safe environment and
it pmw’a@y medicinal mmﬁuanﬂ which is not
laced with some street fﬁﬂogy like, meth, Jfoeep[
crack, ete. Buyin from the streefs. . is very
m}'@, pemom/éﬁ@ wise, and, pm/ucfmﬁ@
wise,
"M Vancouver, fﬁey have tinctures, fﬁey
have edible, fﬁey have non-alcoholic tnctures,
alcoholic tinctures, they do sell vapourizers so
there [are] alternatives there and that is fart of
the reason w@ 9 wanted to ﬂez‘a meméemﬁi/o
there because 9 want fo cim'fymo@'@ cyamﬁ‘ey
and 9 want to 7m’fymaéin weed but 9 want to
be aéz) to have the THC,"

"9 ém'im@ discovered there was a whole [of of
mone éez’nﬂ made @ someone, éeinﬂ mcéep/
out of the community, with no accountability,
no taxation and no abgﬁf for the pea/o/e that
he's aﬁ[ecfiry. S0 9 am cumﬂen@ working with
a number ofﬂmu/ﬂ' to do a new cammﬁz' club
that will be member driven, not for /)I"Oﬁf, ofoen,
accountable, and 7'65/701’).&7'1/6 to the members it's
supfose to serve, !

—Focus group participants

medicinal cannabis. It is interesting to note that these
centres serve the needs of more people than does the
entire MMAR program, and the number only ac-
counts for the centres that responded to our survey.

Table 3. Summary of Services and Products Available in Canadian Compassion Clubs

*occasionally
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This may reflect some of the barriers regarding access
to the federal program, it may reflect an ideological
preference for non-governmental agencies or com-
munity-based organizations, or it may reflect the fact
that the centres provide an accessible, user-friendly
and product-diverse environment.

In general, in order to become a member of a com-
passion club, an applicant must complete a reg-
istration form that includes their name, diagnosis
and symptoms, as well as their physician’s name,
signature, and address. Clubs often contact doctors
to verify the information prior to allowing mem-
bership. By signing the form, doctors declare that
they have discussed the use of cannabis with their
patient and that they will continue to monitor their
condition. Membership is usually free. Some clubs
have member orientation sessions to provide them
with information about safe and effective use of can-
nabis, information on different strains, products and
modes of ingestion, as well as to introduce them to the
clubs’ policies, procedures and its code of conduct.
Members are usually required to sign an agreement
to adhere to these policies.

As there are no standards for the operation of clubs,
there are a variety of organizational structures, and
some clubs are not accountable for their financial or
other activities. The most established club in Canada,
the British Columbia Compassion Club Society
(BCCCS), has put forward a proposal for “Opera-
tional Standards for Distribution of Medicinal Can-
nabis”.* Since then, the BCCCS and the Vancouver
Island Compassion Society have broadened and ex-
panded this document with the hope of setting basic
voluntary standards for the safe operation of all com-
passion clubs in Canada: “Guidelines for the Com-
munity-Based Distribution of Medicinal Cannabis in
Canada.*® We would like to see operational standards
for the clubs to ensure that the product they are pro-
viding is controlled for safety and quality, that the
services they provide meet the needs of seriously ill
Canadians, and that there is financial accountability
so that they are not profiting at the expense of seri-
ously ill Canadians.

Despite their existence and the good work they have
done over the years, the legal status of compassion
clubs remains unclear. Technically, they are illegal
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operations, although those who operate within certain
guidelines have not yet been successfully prosecuted
as they have been seen as providing a valuable
service to the community. Some are also registered
not-for-profit societies either within their province or
federally. Philippe Lucas, Founder and Director of
the Vancouver Island Compassion Society, speaks on
compassion clubs and the role of community-based
distribution of cannabis in Canada:

“The community-based distribution of can-
nabis is a role that actually precedes the
medical marijuana program. The Vancouver
club just turned 8 this year, we are about to
turn 6 this year. We were founded in 1999 as
a non-profit society and I think that there is
an incredible amount of unique knowledge,
experience, and expertise that resides in the
compassion clubs. Many of the problems that
our federal program might have been better
addressed by working more closely with
these clubs... The elephant in the room is
that these clubs exist, that they’ve got a good
record of success, and that for the most part
they have been an incredibly positive force
in terms of allowing safer access to cannabis
in Canada.... | believe that Canadians would
be much better served by community-based
distribution and production of cannabis, and
community-based research as well.”

Clubs operate within a harm reduction model by
providing a safe environment, a safer source of can-
nabis than the black market, as well as alternatives
to smoking. They also refer their members to other
social services they may need. Many clubs work
within the community they are located in. The Van-
couver Island Compassion Society, for example, has
a good relationship with their local police. After a
community consultation, they established a policy of
no smoking on the premises. They have done presen-
tations at local AIDS and hepatitis C organizations,
among others. They have done outreach and edu-
cation to the local medical community and, over the
last few years, nursing students from the local uni-
versity have done practicum placements with them
for credit.

The other aspect of this particular club has been their
decision to produce their own cannabis, which al-
lowed the club to gain control over the method of
production and over the quality of the cannabis they



offered. Producing their own cannabis permitted them
to offer the cannabis to their members at a lower cost.
They established a production facility for a period
of 18 months. In May 2004, however, despite their
broad community consultations and open commu-
nications with police, the VICS production facility
was raided by the RCMP. The court hearings are still
taking place. Lifting restrictions on designated pro-
ducers’ licenses would enable clubs to follow this
model and produce and control their own cannabis.
Quality control of the product is essential. However,
given the current legal limitations, most clubs deal
with several underground growers.

Another person who is involved in a different com-
passion club accepted to be interviewed anony-
mously. When asked about how the club controlled
the quality of the product produced by outsourced
growers, this person had this to say:

“Well the problem with ... the climate that is
created by the law as it is right now it makes
it extremely difficult for these people to be
open and transparent and even accountable to
anyone and so it’s only one person who is a
volunteer of the club who actually has any-
thing to do at all with our producers... We
do have a few of them who are licensed with
Health Canada but of course they are contra-
vening their Health Canada license by also
providing us with product. They are willing
to do it because they understand the various
barriers that people have and they are also
limited in their ability to be able to produce
and to make their product available. These
are the limitations within the MMAR itself.”

There is a lot of good will to provide seriously ill Ca-
nadians with a quality product, although the current
prohibitory environment renders this difficult.

The model of methadone maintenance treatment
delivery in Canada may serve as a potential model
within which cannabis could be dispensed. In the
methadone model, some physicians are allowed
to prescribe methadone once they have received a
Section 56 exemption under the Controlled Drugs
and Substances Act. The actual dispensing of meth-
adone is done in a variety of settings, including
substance use treatment services, community-based
health centres, private medical clinics, community
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pharmacies, hospital-based health clinics, HIV/
AIDS services, mental health agencies and correc-
tional facilities.*” All staff involved in the dispensing
of methadone through these various settings must be
certified in a medication dispensing course offered
through local pharmacies or community colleges.
The methadone is ordered every few weeks by an
exempted doctor and the prescriptions are sent to the
pharmacy, which then delivers them to the centres
where they are to be dispensed.*® We see no reason
why a similar model could not be adopted using
compassion centres across Canada.

Unlike pharmacies, compassion clubs have the ad-
vantage of providing opportunities for social net-
working for its clients. Given that people with HIV/
AIDS are often marginalized and isolated, the value
of this type of support, known as “social capital”, is
immeasurable and contributes to greater health and
quality of life. Compassion clubs often host social
events and sometimes provide opportunities for vol-
unteering. Governments can encourage social capital
by facilitating the conditions that favour it.*°

Action by the Canadian AIDS Society

The Canadian AIDS Society abides by community
action principles of empowerment, community
support, self-help, holistic approach, accountability,
harm reduction and greater involvement of people
living with HIV/AIDS®. As such, we favour a not-
for-profit, community-based model of distribution
of medicinal cannabis and of its related services.
We have provided information to people living with
HIV/AIDS about compassion clubs, both in terms of
informing them of the fact that these clubs are not a
legal source of medicinal cannabis, as well as where
to find these clubs. We will continue to support such
establishments and the work that they do and to ad-
vocate for their inclusion in a legal system of dis-
tribution of medicinal cannabis. We will continue
to advocate for the establishments of operational
standards of these centres, especially with regard to
quality control of the cannabis they provide. We will
also advocate for these clubs to adopt a model that
holds them accountable for their activities. A not-
for-profit charitable organization model would meet
these needs. This said, we do not exclude other ways
of distributing cannabis for medicinal purposes, for
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example, the pharmacy distribution model proposed
by Health Canada. We believe in providing options to
people that best suit their needs. We will explore the
possibility of supporting compassion centres through
the process of obtaining the appropriate authoriza-
tions to be able to operate legally.

Recommendation

We recommend that the government authorize com-
passion clubs that meet operational standards and
recognize them as legal dispensaries of medicinal
cannabis.

vi. Safety and Quality of the Product

Safety of medicinal cannabis is an important con-
sideration, especially for people living with HIV/
AIDS who have compromised immune systems. Re-
gardless of whether the cannabis is produced by the
government or by the black market, it is essential that
people living with HIVV/AIDS not be exposed to con-
taminated cannabis. Health Canada has posted metal
and biological testing results for their product on
its web site, but without accompanying explanation
for the raw data. It would be very helpful if Health
Canada also provided a clear explanation for its con-
clusion that there are no outstanding safety issues re-
lating to heavy metal and biological contamination
in their cannabis.

According to Richard Viau, Director of Drug Analysis
Service at Health Canada,

“When buying from the black market, you do
not know what you are getting... The situ-
ation with black market marihuana is in direct
contrast to the legal pharmaceutical industry
where there is government inspection, verifi-
cation of testing and control is the norm and
the product end user can have assurance that
they are getting what they believe they are
getting... The marihuana grown by [our li-
censed dealer] is produced under well defined
conditions, ina controlled environment and in
a very specific and well documented manner
which is verified by Health Canada. Before it
is distributed, the marihuana is tested for the
presence of 28 metals, the presence of mould/
fungus and aflotoxins and micotoxins (carci-
nogenic substances) which can be produced
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by mould or fungus. Last but not least, the
marihuana is irradiated to ensure that it does
not contain any viable mould spores. In ad-
dition to the above testing, the marihuana is
tested to ensure that its THC content is within
the range stated on the package. This ensures
that recipients will receive a product with
a consistent THC content. Some recipients
have advised us that this is a very positive
feature as compared to product bought from
the black market where they had to readjust
their dose with every purchase. For people
who are living with a disease and whose
immune system may be compromised, |
would think they would prefer to receive a
product which is grown under controlled
conditions and which is fully tested rather
than taking a chance with the unknown.”

For a medical user, the operative concept is the
product’s effectiveness in relieving symptoms. The
most significant problem presented by reliance upon
the government’s cannabis is the fact that the gov-
ernment only offers one strain of cannabis for diverse
medical applications. There is a growing body of
evidence suggesting that different cannabinoid ratios
may have different therapeutic applications, which
coheres with the subjective experience of many
patients. However, there is a clear need to conduct
clinical research into the question of strain-specific
response and the interplay of the cannabinoids. Until
this research is conducted, Health Canada’s de-
cision to release only one strain for distribution to
authorized Canadians may not be a constitutionally
adequate alternative to the diverse supply currently
available to them through licenses to produce, or
available to many patients through the vehicle of un-
authorized compassion centres and within the black
market. Some people who use cannabis for medicinal
purposes also seek an organic product. Organic agri-
culture involves cultivating plants without the use of
chemical fertilizers, pesticides or food additives. It
prohibits the use of mineral fertilizers, synthetically
compounded pesticides, growth regulators, antibi-
otics, hormones and genetic manipulation of plants.>
The term “organic’ refers to products produced under
a system that meets the organic agriculture standards
as set by the Standards Council of Canada. For a
product is certified organic, it must conform to spec-
ified requirements.®> Gamma irradiation is prohibited
under all organic standards internationally.



Many people who grow their own cannabis, or
growers that supply compassion clubs, report that
they grow organic cannabis. Of course, as these
products are not inspected or regulated, there is
no way to determine whether or not they meet the
standards for organic certification. Two designated
growers, Eric Nash and Wendy L.ittle, who operate
Island Harvest in British Columbia, did manage to
get their medicinal cannabis certified as organic by
the province of British Columbia. However, since
they are restricted to grow for only one authorized
person each under the MMAR, this certified organic
cannabis is currently not available to other autho-
rized persons.

While the cannabis grown under contract for the
government reportedly meets the Good Agricultural
Practices and Good Manufacturing Practices stan-
dards, it is not certified organic according to the stan-
dards established by the Standards Council of Canada.
Since the cannabis produced for the government is
gamma-irradiated, it does not meet the organic stan-
dards, as stated above. There is much public dispute
over whether irradiating products poses any health
risks or alters products in some way. Public concerns
about food irradiation have been expressed in various
settings. Whether food irradiation poses a problem or
not, we feel that people should have a choice as to the
products they ingest. An organic option is requested
and needed for seriously ill Canadians who choose to
use organic products. While we do not doubt that the
cannabis produced for the government is safe, given
that it is rigorously tested to ensure its safety, we do
know that some medicinal cannabis users want an
organic product. They also seek a variety of strains
to meet their individual needs.

Recommendation

Once again, we recommend that Health Canada lift
restrictions imposed on designated producers and
allow them to grow for multiple authorized persons,
and collectively with more than two other desig-
nated producers. The cannabis production facilities
could be regulated and monitored to ensure quality
control.

We recommend that Health Canada, under the Con-
trolled Drugs and Substances Act, license Canadian
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laboratories to test medicinal cannabis that is grown
by persons who hold an Authorization to Possess
and/or a License to Produce through the MMAR.

vii.Cost of Cannabis for Medical Purposes

Cost is a significant barrier to access to medical can-
nabis for people living with HIV/AIDS. Some people
report that their doctor has charged them to complete
the medical declaration for their application to the
federal medical cannabis program. Costs of any sort
are a barrier for many people living with HIV/AIDS.
There are currently no provisions for reimbursement,
neither for the physician to complete the form nor for
the patient who has to pay a doctor to do so.

As for the cost of cannabis, our consultations re-
vealed that the average amount that medicinal users
spent on cannabis per month was $242.69, ranging
from $0.00 to $1500.00. When asked whether they
can usually afford to buy enough cannabis to relieve
their symptoms, 39.8% stated that they can some-
times afford enough cannabis, whereas 23% stated
that they can never afford enough cannabis. This
means that almost 70% of respondents are not able
to afford enough cannabis for their medicinal needs.

In addition, 39% of respondents were not using can-
nabis for medicinal purposes. We wanted to hear from
non-users so that we could determine whether they
wanted to use cannabis for medicinal purposes but
were experiencing barriers, or whether it was simply
their choice not to use cannabis. Thirteen percent of
non users mentioned that they cannot afford cannabis.
The cost of cannabis is a barrier both for people who

"9 run a debt. Thank ﬂo/ for my farents,

rea@, Because 9 émim@ run in the hole every
month. 9'm just ﬁfayinj catch up 50 now when 9
run out of the Prairie Plant stuff, and I have a
maonth to pay my bill, 9'm not going to be able
to. Fln/fﬁje’/y JZ;‘// 9 could noz‘j;m/ez any more
until 9 /mi//fﬁaf bill. So in /moéaé/ 5 ////zys
I'm  going to be back in my wﬁZe/cﬁain !

—Focus group participant
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currently use cannabis for medicinal purposes and
for some people who want to use cannabis to manage
their symptoms but cannot afford to.

Prohibition on cannabis has inflated its price. In 1964,
Herbert Packer coined the term “crime tariff” to refer
to the overly-inflated cost of illicit contraband.® In
particular, the price of illicit drugs is grossly inflated
to reflect the risk that suppliers assume in conducting
an illegal business. The cultivation of plants is not a
costly enterprise but the crime tariff has set the cost of
black market cannabis at $200-$250/0z and $2,500-
$3,000/Ib, depending upon the location in Canada.
Given this reality within the environment of can-
nabis prohibition, it is probably more cost-effective
for medical users to produce their own cannabis, de-
spite the initial capital expenditure for indoor grow
equipment that could be in excess of $1000. For
some people, self-sufficiency is an ideal situation.
For many, cultivation is beyond their physical and
financial means.

People who cannot produce their own cannabis have
two choices under the MMAR: they can either des-
ignate a producer or purchase cannabis from the gov-
ernment. There are no data on the costs incurred by
designating a producer, but the price of the govern-
ment’s cannabis has been set by Health Canada at $5/
gand $150/0z, plus applicable taxes. The government
has made its product more affordable than the black
market. Compassion club prices vary somewhat. For
example, some clubs charge $10/g and $196-$252/
0z. The largest club in British Columbia is able to
offer a wider range of products and prices with the
cost ranging from $3-$9/ g ($84-$252/0z), with an
average of $8/g. On occasion, clubs offer discounts
and donations to their members. Since the supply
network for compassion clubs is not integrated into
a legal distribution system, their prices largely track
the crime tariff prices.

Although the government product is generally less
expensive than cannabis available on the black
market, it is still priced at $150/0z. According to
Richard Viau, Director, Drug Analysis Service at
Health Canada and manager of the contract with the
only current licensed dealer,
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“the cost of the marihuana obtained from
Health Canada is made up of two compo-
nents: production costs which include the
growing and preparation, etc. of the product
and the packaging and distribution costs. At
$5/g, the Health Canada product is selling at
about 1/2 to 1/3 of the black market price for
marihuana (based on published police and
other data)”. >

According to Health Canada, about half of these
costs are incurred to ship the product to authorized
persons.>

If the restrictions on designated producers were lifted
and experienced growers could grow on an economy
of scale, the cost of medical cannabis would become
considerably more affordable than it currently is.
Affordability is a major issue for any person suf-
fering from a debilitating illness. Among people
with HIV/AIDS for whom unemployment or under-
employment is a significant problem, the question of
cost is even more important.®

There is no reason to believe that the development
of cannabis as a pharmaceutical product will reduce
the costs of this treatment option. Marinol®, a syn-
thetic THC, was approved in 1985 and its cost still
proves to be a problem for most patients (the ma-
jority of which are people living with HIV/AIDS).
Currently, in the US, the cost of a single dose of Ma-
rinol® ranges between $4.00 and $8.00. The average
cost ranges from $12.00 to $32.00 per day. The price
of Marinol® for its most commonly used indication,
anorexia in AIDS, is estimated at $200 per month.
The person’s out-of pocket expenses tend to be much
less, however, due to reimbursement through public
or private health insurance.®’

The recent conditional approval of Sativex®, an oro-
mucosal spray derived from extracts of the whole can-
nabis plant indicated for neuropathic pain in people
with multiple sclerosis, confirms that including can-
nabis in the conventional pharmacopeia will not
significantly reduce its costs. One vial of Sativex®
costs $158 for 51 sprays. It is estimated that the av-
erage user will use 5 sprays/day at a cost of approxi-
mately $15.00/day or approximately $450/month.
This monthly amount is significantly more than the
average amount of about $250/month spent by the



people living with HIVV/AIDS. There is no reason to
believe that the current and future development of
cannabis-based medicines by pharmaceutical com-
panies will reduce the current costs of cannabis as
therapy.

The only cost advantage of conventional pharma-
ceuticals is that many of these drugs have their costs
covered by provincial and other drug plans. Cur-
rently, the costs of cannabis produced by the gov-
ernment, by authorized persons or by designated
producers are not covered. However, as mentioned
earlier, a recent decision of the government in the
2005 budget has made the costs of the government’s
cannabis, and the designated producers’ cannabis,
an eligible expense under the Medical Expense Tax
Credit. This will assist in partially defraying the costs
of this therapy.%®

Although the federal government dictates the basic
parameters of universal health care through the
Canada Health Act, the provincial governments are
responsible for determining which drugs and ser-
vices will be funded. Every province has a formulary
which lists drugs which qualify for reimbursement.
Medical cannabis is not currently found on any
provincial formulary. To establish some uniformity
and constituency in provincial drug formularies, the
Common Drug Review (CDR) was established. All
publicly-funded federal/provincial/territorial drug
plans are participating in this venture, with the ex-
ception of Quebec. The CDR process can only begin
once Health Canada approves a new drug for sale in
Canada, through the granting of a Notice of Com-
pliance (NOC) or a Notice of Compliance with Con-
ditions (NOC/c). Upon receiving Health Canada ap-
proval, the official submission of a drug to the CDR
can be made either by the drug manufacturer, a par-
ticular drug plan, or by the Advisory Committee on
Pharmaceuticals (ACP), which is an independent
body of experts that provides advice to the CDR.

The review considers many factors, primarily
grouped into two areas: (1) the recorded safety and
efficacy of the drug; and (2) the pharma-economic
impact of adding the drug to the formularies. The
CDR, however, simply makes recommendations.
Because of the financial burdens that are involved
in drug funding, the final decision to add a drug to a
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formulary rests with each individual drug plan Thus,
even if medical cannabis was recommended by the
CDR, there would still be need for the individual
drug plans to accept the recommendation.

The Common Drug Review would be the most ef-
ficient vehicle for getting medical cannabis reim-
bursed for all medical users who are eligible for
drug coverage. However, the process would have
to be initiated by the manufacturer, in this case the
government’s licensed dealer, and would first require
that Health Canada grant cannabis a NOC or NOC/c.
It is not clear how effective a CDR review would
be, considering that last year the Canadian Treatment
Action Council (CTAC) made a public complaint
that the CDR has moved too slowly in considering
requests to add new HIV medications to Canadian
formularies.*

Some provincial drug plans consider reimbursement
for drugs that are not listed on their formularies.
These independent request mechanisms are initiated
by individuals and their physician. In particular, there
are some provincial programs which are specifically
targeted towards facilitating access to non-formulary
drugs for HIV/AIDS patients. For example, in Ontario
the Facilitated Access Program provides patients and
physicians with an expedited process for obtaining
reimbursement for non-formulary drugs. The list of
drugs eligible for reimbursement through the Facili-
tated Access Program includes “nutrition products”.
If funding is available for nutritional products, it’s
conceivable that a drug targeted at appetite stimu-
lation, such as cannabis, would be eligible for similar
coverage.

The current obstacle for extending both formulary
and special access funding to medical cannabis is
that these provincial programs require that the drug
be approved and that it have a Notice of Compliance
(NOC), a Notice of Compliance with Conditions
(NOC/C) or a Drug Identification Number (DIN).

Meanwhile, one community organization, Toronto
People With AIDS Foundation (TPWAF), has been
pro-active in establishing a system whereby people
can be reimbursed for their medical cannabis. As
Laurie Edmiston, formerly Executive Director of
Toronto PWA Foundation, states: “It really took a
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few years to establish this program. It started with
a position statement supporting people living with
HIV/AIDS’ treatment choices, including medicinal
marijuana. Part of our long-standing Financial As-
sistance Fund covered expenses related to treatment
choices that are not covered in other health plans,
such as vitamins. Medicinal marijuana obviously fit
there.”

In this model, the Board of Directors of TPWAF is
responsible for policies and for the organization’s
budget, which includes approving how much money
goes into the financial assistance fund. The staff de-
termines the criteria for the various Financial As-
sistance Funds and administers its implementation.
This included requiring a receipt from a compassion
club and a note from a health care practitioner in-
dicating that their patient is using medical cannabis
with their knowledge. At first physicians were re-
luctant to provide letters and compassion clubs were
reluctant to provide receipts. They did work it out
and the program was established.

The Canadian AIDS Society would like to see such
programs be established by more of its member or-
ganizations and realizes that AIDS service organiza-
tions have limited resources. It is clear that costs are
a significant barrier to access to cannabis for many
people living with HIV/AIDS, and unless progress
is made toward getting cannabis approved as a drug,
with a Notice of Compliance, reimbursement options
will remain severely limited.

Action by the Canadian AIDS Society

The Canadian AIDS Society, in collaboration with
CTAC and other national partners, will explore the
option of initiating the process for formulary con-
sideration for medicinal cannabis by addressing the
Advisory Committee on Pharmaceuticals and advo-
cating for them to initiate Common Drug Review
proceedings. The Canadian AIDS Society will en-
courage its member organization that do not already
do so to explore the possibility of offering a financial
assistance program for medicinal cannabis, within the
confines of their limited resources, at least until such
a time as other reimbursement options are available
to people living with HIV/AIDS.
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Recommendation

Once again, we call on the government and the
medical and scientific communities to take the nec-
essary measures to see to it that cannabis is con-
sidered for drug approval, so that it can eventually be
considered for reimbursement from available drug
plans. Until such a time, consideration must be given
to other mechanisms for reimbursement of the costs
of medical cannabis for seriously ill Canadians.
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FuTture oF Mepical CANNABIS IN CANADA

A. Herbal Cannabis and the
Development of Cannabis-Based
Pharmaceuticals

Cannabis is a plant that would normally be con-
sidered a natural health product were it not for its
designation as a controlled substance. It remains to
be seen how access to cannabis for medical purposes
will continue to develop in Canada and around the
world. The renewed interest in cannabis as a therapy
comes at a time when the public’s confidence in syn-
thetic medicines produced by large pharmaceutical
companies has been shaken by recalls and warnings
issued about a few popular medications, upon dis-
covering adverse side effects either not disclosed by
drug sponsors, or not discovered during the course of
the clinical trial process. Although the reputation of
cannabis has been tarnished by officials in the past,
many people welcome the reintroduction of a plant
medicine used for centuries by different cultures.

Pharmaceutical companies have shown an interest
in developing cannabis-based medicine. As ex-
pected, the focus of research and development has
been on synthetic derivatives, and in the next decade
one should expect to see a variety of synthetic can-
nabis-based medicines on the market. In 2005, a
report was issued assessing the market potential of
cannabis-based medicines which concluded that can-
naniboid medicines will achieve “blockbuster” status
in the pharmaceutical markets in the next five years.!
Within the coming year, it is expected that a number
of new cannabinoid medicines will receive drug ap-
proval. In the near future, there will be flood of new
cannabinoid medicines; however, this process is just
beginning.

The flooding of the market with cannabis-based
medicines will take a considerable amount of time.
Regardless of the availability of pharmaceutical
products derived from cannabis, some seriously ill
Canadians will continue to opt for herbal cannabis.
Improvements must be made to the MMAR program

and research should be commenced to better our
understanding of herbal cannabis and its medicinal
properties, and to address the critical question of
whether or not herbal cannabis, in a smoked or va-
porized form, would be a superior medicine to those
being feverishly developed by the industry.

B. The Proposed Pharmacy
Distribution

The government’s plan to distribute medical cannabis
through Canadian pharmacies was presented to the
focus group participants for their reaction. For the
most part, they were quite receptive to the possibility
of obtaining medical cannabis through a pharmacy,
like their other medications. The convenience of a
one-stop shop appealed to many participants, as they
already have to go to a pharmacy to pick up their
other medications. Costs were a concern. Some men-
tioned that they would support pharmacy distribution
if the cost of the product was reasonable, or if the
costs were covered. The concern over the quality and
variety of the product was also clear. People wanted
a variety of strains and a fresh product, preferably
in whole buds. Some resisted the idea of pharmacy
distribution if it meant that only the government
product would be available. Finally, there were those
who were not receptive to a pharmacy distribution
of medical cannabis at all. Some wanted to continue
growing their own cannabis, especially if there was
no financial compensation for the product that would
be available in pharmacies. Many prefered the com-
passion club distribution model and had concerns
about the knowledge of cannabis use being lost if
left in the hands of pharmacists. Some questioned
the quality of the government product and the lack
of choice in strains, and stated that they would con-
tinue to access cannabis through other sources. The
most resistance to the pharmacy distribution model
was heard from participants in British Columbia.
One group suggested a triad of health professionals
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would be useful in assisting them with the medica-
tions and health issues: a pharmacist, a “cannabist”,
and a nutritionist.

i. Interview with Health Canada

Health Canada provided their insight about the pro-
posed pharmacy distribution. Beth Pieterson, Di-
rector General of the Drug Strategy and Controlled
Substances Program, said “hopefully that is what we
are going to be focusing our efforts on, just look at
distribution in general, not just pharmacies but other
better ways to distribute the marijuana.” Health Can-
ada’s plan is to have licensed dealers deliver directly
to the pharmacies. When asked about the price, Ms.
Pieterson mentioned that this will be up to the prov-
inces to determine: “The pharmacist ...would be re-
sponsible to order the amount and keep it and they
would make the decision of how much they keep on
site”.

Regarding the information that pharmacists would
provide to medical cannabis users, Ms. Pieterson
stated that Health Canada was creating a training
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program for pharmacists to educate patients directly
on how to use cannabis. She also mentioned that or-
ganizations such as the Canadian AIDS Society can
assist Health Canada in informing medical cannabis
users about the pharmacy distribution pilot project.

ii. Interview with a Pharmacist

According to Dr. Glenda MacDonald, a doctor of
pharmacy, pharmacists are in a good position to
provide information regarding the medical use of
cannabis to people who come to them:

“Pharmacists are far more comfortable [than
physicians] with [providing information] be-
cause our primary concern is to make sure
it works and it doesn’t cause any problems.
Safety and efficacy are the issues. In terms
of safety, the substance has been around for
thousands of years as you well know, and
there is an increasing amount of evidence
from well conducted trials that it is a safe
product... people do need help for things like
this and to have a health care professional that



is accessible, pharmacists are very accessible
to people.”

Another advantage that is seen with the pharmacy
distribution is the pharmacist’s access to information
about other medications that people are taking. They
could therefore counsel people on potential drug in-
teractions. “And in terms of drug interactions, there
are no major ones that would be a concern with anti-
retrovirals.” added Dr. MacDonald.

She also added the importance of monitoring people
to ensure their medications are working properly.
She compared it to other medications and had con-
cerns about the fact that cannabis is not yet treated
like any other medication. Perhaps this will be built
into the pharmacy distribution pilot project Health
Canada plans on launching.

“Say with the other medications, if somebody
goes in and they have high blood pressure,
they get treatment, their medication gets paid
for, all the tests that are associated with deter-
mining whether it is being effective or not are
all covered by our health care system. They
get information on side effects from a phar-
macist when they’re getting their prescription
filled, they’re going back to make sure that
the disposition for a follow up visit to make
sure that it’s effective, all those things. That
doesn’t apply here... nobody is saying so
how is it working, how much are you using,
what route are you using, how long until you
get your peak effect, does it last long enough,
how about trying this. That is what my ap-
proach to medication is, as a pharmacist, to
make sure that someone is using it appropri-
ately and that it’s working and that it’s not
causing problems. That whole part of it is left
out of it.”

She also commented on costs: “I think that it’s really
important that there be some mechanism for reim-
bursement. | think that’s a huge barrier.”

ii. Will pharmacy distribution work?

During our consultations, we heard support for the
distribution of medical cannabis through pharmacies,
on the condition that there would be a selection of
fresh products, with various strains of different po-
tencies, and reimbursement for the costs, like other
medications. The convenience of one-stop shopping
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is enticing to people. Pharmacists are also receptive
to dispensing medicinal cannabis and providing in-
formation on the use of cannabis for medical pur-
poses, as well as its potential interactions with their
other medications. We welcome the decentralization
of the distribution of medical cannabis and believe
that providing cannabis in pharmacies would facil-
itate access for seriously ill Canadians, especially in
smaller communities.

For the pharmacy distribution model to work, there
will need to be a selection of strains and potencies
of cannabis to suit the different medical needs of au-
thorized persons. To achieve this, the government
must lift restrictions on the production of cannabis
for medical purposes.

As mentioned earlier in the report, cannabis in its
herbal form must be considered for a NOC/c, ap-
proved as a drug and be eligible for coverage under
medical insurance plans for people to buy into a
pharmacy distribution model.

We have seen from the Netherlands’ experience that
making medical cannabis available in pharmacies
may not be an answer for people. The Netherlands
made two strains of medical cannabis available in
their pharmacies a few years ago, and the uptake
has not been as was expected. Their pharmacies re-
ported sitting on stock piles of medical cannabis and
their Minister of Health reported significant financial
losses for the program. The price of the products
available in pharmacies was greater than the price of
cannabis available in coffee shops. Coffee shops also
offer a wide variety of products.?

The Canadian government’s plan to distribute
medical cannabis through pharmacies has yet to
manifest and has been progressing slowly. It will
be interesting to see how this vision will be imple-
mented and how authorized persons will respond
to it. The Canadian AIDS Society will support this
effort and inform its membership and stakeholders of
its developments. We will also continue to advocate
for alternative models of distribution for medical
cannabis in Canada.
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C. Exploring Other Models of
Distribution

I. Proposed Community Garden

During our consultations, people proposed an inter-
esting model for the production and distribution of
medicinal cannabis. They suggested a community
garden where medicinal cannabis would be culti-
vated ‘by the people, for the people’, in a co-oper-
ative structure where the money made would be used
to operate the garden and employ staff. We favour
the community-based production of cannabis for me-
dicinal purposes, especially if the model includes the
participation of people living with HIV/AIDS.

When asked about the government’s proposed
pharmacy distribution model, Beth Pieterson, Di-
rector General of the Drug Strategy and Controlled
Substances Program, said “hopefully that is what we
are going to be focusing our efforts on, just look at
distribution in general, not just pharmacies but other
better ways to distribute the marijuana.” If Health
Canada is receptive to considering other models, it
is then important to provide them with community-

"Our dream is to have fre0 le with HIV and
ﬂ?ﬁ&upp@ their own medicine, "

"Yeah, a nice cammun@ farm where we all
/m‘cﬁ "
"My dream would be for Health Canadn to
ﬁe//a us ﬂfonﬂ, to get us some ][unﬁnj 50 that we
can get these little co~os going for ourselves. ..
But eueryéo@ comes foyel‘ﬁer ond contributes,”
"That's it. Exactly, A collective,”
"Wit'sa n0n~pmﬁ’f society. TﬁZn‘ s my vision.”
"Sell our own pot and half of that money goes
to the workloa of the /JﬂO/)/& to be em/%)yeﬁ/ .
give them py’oé - fﬁey could all be there and
work foyefﬁer and whatever money is bein /mf
back in, it  goes to the hoard fo decide /;Zw to
distribute that money. !

—Focus group participants
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based input into the next developments. The Canadian
AIDS Society will continue to put the community’s
suggestions forward for consideration.

D. Cannabis as a Complementary
Therapy

Since cannabis is a plant, which would normally be
considered a natural health product and a comple-
mentary therapy were it not for its classification as
a controlled substance, we present the following in-
formation to explore all aspects of the complexities
associated with cannabis as a therapy.

i. Use of Complementary Therapies by
People Living with HIV/AIDS

The use of cannabis as part of their therapy is con-
sistent with the increasing trend for people living
with HIV/AIDS to make use of complementary/al-
ternative medicines. A 2001 report by the Canadian
HIV/AIDS Legal Network outlined the increased re-
liance upon, and increasing costs of, complementary/
alternative medicines® On the related issue of the cost
of alternative and complementary health care for
persons living with HIVV/AIDS, the following state-
ments were made:

* A 1995 study by CRIT/Canadian AIDS Society
surveyed 200 people with HIV/AIDS in Toronto,
and found that, on average, they spent 10-20% of
their incomes on complementary therapies.*

» The crucial question is the extent to which public
health insurance schemes should cover comple-
mentary/alternative therapies.®

Medicinal cannabis use by persons living with HIV/
AIDS bears much in common with this community’s
use of complementary medicine. Beyond serving the
interests of autonomy and choice in turning to com-
plementary medicines, patients who use cannabis
have been shown to have achieved better adherence
to their conventional drug regimen. Although for
many patients the use of cannabis is an integral part
of their treatment regimen, the cost of this comple-
mentary medicine is not covered by any provincial
drug plan.



There are many reasons for patients to turn to non-
conventional treatment options and for people living
with HIV/AIDS, the most common reasons for re-
liance upon these alternative options are:

e to take active control over one’s own health
care;

* to boost immune function;

» to lower viral load and prevent, delay, or treat
symptoms of HIV disease progression or oppor-
tunistic infections;

* to help with side effects of conventional therapy
(antiretroviral drugs and treatments for opportu-
nistic infections), which facilitates adherence to
a prescribed drug regimen;

* to help relieve stress, depression and fatigue, and
improve general well-being.

In addition, patients turn to complementary/alter-
native medicines with great regularity as an exercise
in autonomy and self-determination. Most medical
interventions are dictated by physicians and patients
have little control over the process. With alternative
medicines, there may be no need for physician inter-
vention and this freedom to choose can be empow-
ering for patients.

Many people with HIV/AIDS who use comple-
mentary and/or alternative therapies express the view
that when they take an active role in their treatment
regime, by educating themselves and seeking out
alternative therapies, they are empowered and re-
claim the control in their lives they feel they have
lost as a result of acquiring HIV and of the social and
other barriers that people with HIV/AIDS often ex-
perience. The following personal narratives are ex-
amples of the proactive attitude current among many
people with HIV/AIDS:

» “With this disease, you have to do it for yourself.
You have to be your own doctor. There is so
much information out there. You can’t count on
somebody to get it all for you. Especially when
it doesn’t matter to them. And with alternatives,
so many people don’t even bother to learn about
them. So that’s one thing. You really have to
become your own doctor with AIDS.”

» “| see truth in alternative therapies. They’re ev-
erything with AIDS. They’re an alternative to
giving in and a way to fight back. The best de-
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fence we have is to stay alive.”’

The use of cannabis fits comfortably within this em-
powering paradigm of complementary/alternative
medicine. Despite the pulmonary complications
associated with smoking, people living with HIV/
AIDS welcome delivery systems that do not involve
pills, which are often difficult to “keep down” during
waves of nausea. As one commentator notes, “no one
could explain how someone with nausea and vom-
iting was supposed to hold down a pill the size of a
bath oil bead.”® People appreciated the opportunity
to try an alternative, herbal product and they also ap-
preciate the self-titration (i.e. dose control) aspects
of smoking. Such a quest for self-determination and
autonomy is consistent with the nature of the section
7 rights under the Charter of Rights, which has been
characterized as the right to make fundamental per-
sonal decisions (i.e. the choice of medical treatment)
without undue state interference.

1i. The Status of Naturopathic Doctors

Allopathic doctors do not normally deal with herbal
medicines. Their training consists mainly of pre-
scribing pharmaceutical products that have gone
through the regulatory drug review process. They
know and understand this system and trust its scien-
tific rigor. Naturopathic doctors, on the other hand,
have experience in dealing with complementary and
alternative therapies, including herbal remedies, and

“When Canadians are fe/ﬁrg Commissioner
Romanow that they want fo take cﬁmye

of their health care, let them take cﬁmye of
their health care. Let's pmvi/e them with the
resources to ensure mfe and low risk p;ﬂo/ucfy,
and the information to make an informed
choice. ., we're for informed choice, which
means you have to /)mui/e the public with all
the information on hoth sides and let them make
a decision, 9f fﬁf/y have chosen to make that
decision, you have to mppom‘ them."

—Sean O’Reilly, Executive Director of the Ca-
nadian Association of Naturopathic Doctors
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may be in a better position to assist people who use
cannabis for medicinal purposes. This discipline is
gaining recognition across Canada.

Naturopathic doctors are not yet recognized in all
provinces. According to Sean O’Reilly, Executive
Director of the Canadian Association of Naturopathic
Doctors, there are currently regulations in four prov-
inces: Ontario, BC, Manitoba and Saskatchewan. Al-
berta’s regulations are in the final process stage and
should be ready for the spring of March 2006. “We
are moving forward in all the other provinces and ter-
ritories toward regulations because we feel that it’s
very important for public safety. There are actually
about 1030 licensed naturopathic doctors across the
country.” she states. Naturopathic doctors have a
minimum training of three years of pre-med sciences,
and then attend a four year full time program at an ac-
credited school for naturopathic medicine. There are
five schools in North America. They cover all the sci-
ences and particular naturopathic modalities which
include botanicals, nutrition, lifestyle counselling,
acupuncture, Asian or traditional Chinese medicine
and homeopathy. They are the general practitioners
of the complimentary and alternative medicines field.
The term ‘complimentary”’ is favoured over the term
‘alternative’, as naturopathic doctors work in com-
pliment with other disciplines.

Naturopathic doctors have been very involved in the
development of the natural health products (NHP)
regulations. They do not, however, have access to
natural health products under Schedule F of the regu-
lations, which lists controlled substances. Cannabis
is currently included in Schedule F. Ms. O’Reilly
adds:

“[Naturopathic doctors] want access to those
NHPs that they have the education, training
and experience to work with that are presently
on controlled schedules. One of the things
that we have suggested is perhaps a separate
schedule of those substances, available only
to regulated health care professionals such as
NDs. Medicinal marijuana would come into
that. They would like to be able to refer their
patients to compassion clubs or to other areas
or to whatever the government designates as
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an acceptable distribution centre. There is a
concern of the quality of the product.”

Naturopathic doctors would like to be able to sign
the application forms for the federal medical can-
nabis program: however, they are not yet regulated
across the country. Once that has been accomplished,
there may be a change. According to Ms. O’Reilly, it
comes down to access for the patient. If their prac-
titioner of choice is denied the authority to sign the
applications, then people are being denied access to
what they have chosen as their health care option.
The Romanow Commission® made it very clear that
Canadians want to take responsibility for their own
health care. They want access to the practitioner of
their choice.

Naturopathic doctors were very supportive of the de-
velopment of the natural health products regulations.
They are in favour of labelling products to include
information regarding dosage, contraindications, and
other relevant information about the product. They
also want quality control to meet Good Manufac-
turing Practices. We trust that Health Canada will
revisit the MMAR to provide authority to naturo-
pathic doctors to sign application forms to the federal
medical cannabis program once they have achieved
official recognition across Canada.

iii. Cannabis as a Natural Health Product

Herbal cannabis appears to have far more in common
with a natural health product than a conventional
pharmaceutical. As of 2004, with the enactment of
the Natural Health Products Regulations (NHPR)?
under the Food and Drug Act, a new regulatory
regime was established for natural health products.
Many activists have claimed that access to medicinal
cannabis would be enhanced by moving cannabis
into this product directory. There is no doubt that
a whole-plant medicine is commonly considered
a natural health product and not a pharmaceutical
medicine. There is also little doubt that the classifi-
cation of cannabis as a natural health product would
facilitate easier access to the drug, considering that
natural health products are available over-the-counter
without prescription. The drug approval process for
NHP classification is also less rigorous than the NOC
approval process for pharmaceuticals, which is gov-



erned by the Food and Drug Regulations. On the
other hand, given that eligibility for drug formularies
is contingent upon NOC status, there is less like-
lihood of a natural health product being considered
for drug coverage. Indeed, presently, natural health
products are not currently listed on any drug formu-
laries, and there is great debate as to whether they
will appear on these lists in the future.

Overall, there would be both practical and symbolic
value in reclassifying cannabis as a NHP; however,
the fact that NHPs do not require a prescription for use
undercuts the possibility of the government consid-
ering such a reclassification. Due to the illicit nature
of cannabis and its psychoactive potential, there is
little chance that the government would deem it ap-
propriate to reclassify cannabis as a drug subject to
less rigorous control with over-the-counter access. In
this vein, it is not surprising that the NHPR explicitly
excludes controlled substances from NHP eligibility,
a fact which poses significant legislative obstacles to
any efforts at reclassification.

Essentially, before the NHPR, natural health products
were either classified as “drugs” (witha NOC) or were
wholly unregulated. Unregulated substances present
the perception of risk to consumers, and the goal of
regulation involved mitigating this uncertainty in an
attempt to boost consumer confidence. As for those
substances that were formally NOC “drugs” (with
drug identification numbers or DIN), the prospect
of NHP classification was an enticing possibility for
manufacturers, given the easier access to over-the-
counter sales. In both circumstances, these regula-
tions were drafted to respond to a booming industry,
as reflected by the acknowledgment in the NHRP
Regulatory Impact Statement that: “recent surveys
have shown that more than one-half of Canadian
consumers regularly take vitamins and minerals,
herbal products, homeopathic medicines and the
like, products that have come to be known as natural
health products (NHPs).”

Thus, the mandate of the NHPR involves the regu-
lation of products that consumers can select and use
themselves without the need to consult a health care
provider and obtain a prescription. In fact, the NHPR
1s filled with references to this notion of “self-care,”
and section 2(2) clearly precludes any substance
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listed in Schedule F of the Food and Drug Regula-
tions (i.e. prescription drugs) from being considered
as a natural health product. Therefore, medical can-
nabis would not appear to be an ideal candidate for
NHP status, since the hesitation concerning its safety
and efficacy ensures the inevitability of its desig-
nation as a prescription drug. However, the use of
medical cannabis by people living with HIV/AIDS
fits perfectly within the “self-care” paradigm of the
NHPR.

Although it may be possible, and desirable, to pursue
a NHP classification for cannabis, it is essential to
note that the NHPR explicitly excludes illicit sub-
stances under Schedules | to V of the Controlled
Drugs and Substances Act from its regime (cannabis
is in Schedule I1). That being said, the NHPR does
allow some particular substances that are listed in
Schedule VI of the CDSA to be considered as natural
health products (whereupon they are regulated by
both the NHPR and the CDSA). This list includes:
benzylmethylketone, ephedrine, ergometrine, er-
gotamine, lysergic acid, and pseudoephedrine. It is
unclear what criteria were employed to include these
illicit drugs in the NHPR, but at first glance, it seems
arbitrary, or at least confusing, to exclude cannabis
and include lysergic acid and ephedrine, in view of
concerns over consumer safety.* If the NHPD cri-
teria for the inclusion and exclusion are arbitrary, it
may be vulnerable to constitutional challenge, and a
claim that medical cannabis should be considered for
NHP designation may be successful.

Despite the benefits of reclassifying cannabis as a
natural health product, it would require extensive
advocacy with an uncertain result. The government
would likely be resistant to these efforts, as such re-
classification would undermine the criminal prohi-
bition of cannabis by suggesting that it is a harmless
substance, and it would surely cite security and di-
version concerns of over-the-counter accessibility.

Although the reclassification of cannabis as a natural
health product does leave the impression that the
product is relatively harmless, it must be recognized
that NHPs can have adverse health consequences in
certain circumstances, especially for people living
with HIV/AIDS. The Canadian HIV/AIDS Legal
Network noted some problems with the use of some
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natural health products by people living with HIV/
AIDS, such as unknown adverse interactions be-
tween NHPs and other medications or NHPs.*?

Whether cannabis is governed by the Natural Health
Product Regulations or the Food and Drug Regula-
tions, the need to conduct clinical research remains.
Cannabis may be a relatively harmless substance,
but the unique context of treating a disease of the
immune system demands careful study to ensure that
adverse effects are not generated by the interaction
of this plant with antiretroviral drug regimens.
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CONCLUSION AND RECOMMENDATIONS

Canada has been a frontrunner in enabling
legal access to herbal cannabis for medical
purposes. As such, the Marihuana Medical
Access Regulations are a work in progress and there
are still many challenges to address within the federal
medical cannabis program. The Canadian AIDS So-
ciety believes that medical cannabis should be readily
available to all seriously ill Canadians upon a doc-
tor’s prescription, and that people should be able to
choose among a variety of high-quality, standardized
products through different modes of delivery, in-
cluding in herbal form, and get reimbursed for the
costs. Regrettably, we doubt this ideal will ever be
achieved so long as the government maintains the
criminal prohibition of cannabis use. The Canadian
AIDS Society will continue to push for changes to
improve access to cannabis for medicinal purposes
for seriously ill Canadians who choose to use it as
part of their therapy. Canadians should not have to
break the law to access the therapy of their choice.

It must be remembered that the creation and
amendment of the MMAR, which provide the
framework for legal access to cannabis for medical
purposes, would not have occurred but for the
looming presence of judicial review. The creation of
the federal medical cannabis program was imposed
on Health Canada by the courts, and it may be chal-
lenging to secure necessary reform of the MMAR
without the fear of litigation. It is not suggested that
litigation is the only vehicle to achieve necessary
law reform. Litigation is a very crude instrument for
the formulation of public policy. It may be that the
piecemeal and fragmented nature of litigation makes
the process unsuitable for achieving effective and
meaningful health policy. Another shortcoming of
using litigation as the tool to remodel the MMAR is
the reluctance of Canadian courts to develop wide-
ranging structural injunctions and related remedies
to ensure that the affected government bodies will
take the necessary steps to abide by a ruling under
the constitution. Constitutional demands from a court
can be thwarted by poor or limited implementation.

Negotiation and discussion with the government may
be a more effective vehicle for proposed reforms
to the MMAR. This dialogue could take place in a
forum such as a Stakeholder Advisory Committee on
Medical Cannabis. The Canadian AIDS Society re-
mains committed to participating in this process. In
this document, we offer some of our future actions
as well as recommendations to be considered. This
is our call to action to all key stakeholders. We must,
as a collective, find a way to address the barriers that
prevent seriously ill Canadians from having access
to medicinal cannabis without fear of criminal pros-
ecution, as is their right, and if it is their informed
choice.

A. Summary of Recommendations

“Our Right”

1. Need for Evaluation and Accountability of
Federal Medical Cannabis Program

* We, the Canadian AIDS Society, recommend
that the Auditor General conduct a perfor-
mance audit of all aspects of the current federal
medical cannabis program, including the
Health Canada’s Marihuana Medical Access
Division and the contract with the current li-
censed dealer which produces cannabis for the
government, to ensure that resources are ad-
equately allocated to address the needs of seri-
ously ill Canadians.

2. Need to Be Included in the Policy Dialogue

* We recommend that the government re-es-
tablish a Stakeholder Advisory Committee
on Medical Cannabis to provide a forum for
key stakeholders to exchange information and
provide ongoing input into the federal medical
cannabis program and the policies, regulations
and legislation that govern it.
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3. Need to Be Protected from Criminal

Prosecution

a. Lack of Awareness and Misinformation about

the Federal Medical Cannabis Program

* We will continue to raise awareness about the

federal medical cannabis program so that se-
riously ill Canadians who use or want to use
cannabis for medical purposes can apply and
be protected from criminal prosecution. We
remain committed to disseminating accurate
and up-to-date information about the federal
medical cannabis program and the Mari-
huana Medical Access Regulations to people
living with HIVV/AIDS across Canada, and to
building the capacity of our member organi-
zations to respond to information request and
assist people living with HIV/AIDS with the
application process.

We recommend that Health Canada and organi-
zations such as the Multiple Sclerosis Society,
the Arthritis Society, the Canadian Cancer So-
ciety and others disseminate accurate and up-
to-date information about the federal medical
cannabis program and the Marihuana Medical
Access Regulations to the people they serve,
and that they build the capacity of their member
organizations, if this applies, to respond to in-
formation requests and to assist them with the
application process. We are open to collabo-
rating on these efforts, within the confines of
available resources.

b. Federal Medical Cannabis Program’s
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Application and Renewal Process

¢ We recommend that Health Canada evaluate

its resource needs to ensure that applications
and renewals are processed in a timely manner
to avoid gaps in a person’s legal authority to
possess and produce cannabis.

* We recommend that Health Canada address

delays in the renewal of Authorizations to
Possess and Licenses to Produce by providing
an acknowledgement of receipt of the renewal
application, which could temporarily extend
the authorization period until such a time as a
new authorization and license are issued.

c. Reluctance of Physicians to Participate in the
Program

* We have prepared a series of fact sheets! on

the medicinal use of cannabis, which includes
an information sheet that patients can bring to
their physicians. It includes information about
the amendments to the MMAR, and practical
information about cannabis use, which may
make physicians more comfortable supporting
a patient’s application. It also includes infor-
mation about the Release Form for Medical
Practitioners from the Canadian Medical Pro-
tective Association.

We recommend that researchers conduct a
survey of physicians to obtain information
about their attitudes toward the use of can-
nabis for medical purposes, as well as to assess
their knowledge of the medical applications of
cannabis in the treatment and symptom man-
agement of HIV/AIDS. This type of research
should be solicited through the CIHR Medical
Marijuana Research Program or other funding
agencies. Once this information is available, a
continuing education module can be developed
to provide proper training to physicians about
the use of cannabis for medical purposes.

We recommend that, as part of a survey of
physicians about their attitudes and knowledge
related to the medical use of cannabis, physi-
cians be asked about their willingness to be
included on a referral list for patients seeking
physicians who support applications to the
federal medical cannabis program.

We will explore the possibility of developing
and managing for a referral list for people
living with HIV/AIDS seeking physicians
who, in the appropriate clinical circumstances,
are willing to sign applications to the federal
medical cannabis program, within the confines
of our resources.

Ifthey have notalready done so, we recommend
that the Canadian Medical Association and
other medical associations communicate the
changes made to the MMAR to their member
physicians to ensure that they have the latest



information and are aware that family physi-
cians can now sign their patients’ application
forms, and that there has been a shift of re-
sponsibility from the physician to the patient
in accepting the potential risks and benefits of
using cannabis for medical purposes.

If they have not already done so, we rec-
ommend that the Canadian Medical Protective
Association communicate with their member
physicians to inform them of the Release Form
for Medical Practitioners and its purpose with
regard to liability.

4. Need to Address Stigma and Discrimination

 To address stigma and discrimination directed
at people who use cannabis for medicinal pur-
poses, we will disseminate information about
the use of cannabis for medicinal purposes,
bring forward the voices of people living with
HIV/AIDS and the realities they face when
choosing cannabis as part of their therapy,
and encourage dialogue among stakeholders
on these issues, within the confines of the re-
sources available to us. We will provide infor-
mation about where people can obtain infor-
mation about legal remedies if they have suf-
fered discrimination because of their medicinal
use of cannabis.

We recommend that all key stakeholders, in-
cluding the government, join our efforts in dis-
seminating information about the medicinal
use of cannabis and the federal medical can-
nabis program. We must also find opportu-
nities to engage others in dialogue about the
use of cannabis for medicinal purposes.

We call on all levels of government and on
the medical and scientific communities to take
measures to ensure that there is adequate re-
search, information dissemination, and related
services so that seriously ill Canadians are
provided with standards of care around their
treatment of choice, without discrimination.

Conclusion and Recommendations
“Our Choice”

Seriously ill Canadians need to have access to the
proper information regarding the medicinal use of
cannabis to empower them to make informed choices.
They also need choices with regard to legal, safe and
affordable sources of cannabis.

5. Need to Generate and Disseminate
Information Regarding the Medicinal Use of
Cannabis

» To address many of the information needs ex-
pressed by the people living with HIV/AIDS
we consulted, we prepared a series of fact
sheets to provide information about the various
aspects of the medicinal use of cannabis, as
well as listing resources where they can find
more information. These sheets will be dis-
seminated widely to our membership and at
various events relevant to people living with
HIV/AIDS, within the confines of available
resources.

» We call on our member organizations to assist
us in disseminating the fact sheets on Cannabis
and HIV/AIDS, to develop position statements
on the use of cannabis as therapy for people
living with HIV/AIDS and to support our ad-
vocacy efforts with regard to the use of can-
nabis for medicinal purposes by people living
with HIV/AIDS.

» To address the need for more research on the
medicinal use of cannabis, we will continue to
provide letters of support to researchers for the
research priorities we have identified, and we
will sit on community advisory committees as
requested. We are also willing to collaborate
in the development of research protocols and
with the recruitment of participants, within the
confines of available resources.

* We recommend that all key stakeholders, in-
cluding Health Canada, engage in the gathering
and dissemination of information on medicinal
cannabis to people living with HIV/AIDS and
other seriously ill Canadians.

e We recommend that the Canadian Institutes for
Health Research, through the Medical Mari-
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6.

a.
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juana Research Program, issue a Request for
Proposals for a Marijuana Open Label Safety
Initiative for a trial to assess the safety and ef-
ficacy of smoked cannabis on appetite stimu-
lation, nausea and vomiting, pain and other
HIV/AIDS related symptoms.

* If researcher interest is still low or non-ex-
istent, we recommend that Health Canada ac-
tively solicit research in this area through tar-
geted contracts. In particular, we recommend
that funding bodies such as the Canadian In-
stitutes for Health Research, or Health Canada
directly, solicit research proposals in the fol-
lowing areas:

Randomized controlled trials comparing
smoked and vaporized cannabis to phar-
maceutical products currently available for
stimulating appetite, managing nausea and
vomiting, and managing pain

Long-term effects of cannabis on the
immune system and on antiretroviral medi-
cations

Therapeutic effects of various strains of
cannabis and cannabinoid profiles on spe-
cific symptoms

Research into the direct effects of cannabi-
noids on CD4 cell counts and viral load

Research into alternative modes of delivery
such as vaporizers

Community-based research

Need to Access to Legal, Safe, Reliable and
Affordable Sources of Cannabis

Information Regarding Sources of Cannabis

» With regard to access to a source of cannabis,
we will continue to provide accurate and up-
to-date information about the MMAR, and
about the legal options available for people to
supply themselves with medical cannabis. We
will also continue to advocate for changes to
the MMAR to provide more legal options for
authorized persons.

b. Access to Testing

« We recommend that Health Canada, under

the Controlled Drugs and Substances Act, li-
cense Canadian laboratories to test medicinal
cannabis that is grown by persons who hold
an Authorization to Possess and/or a License
to Produce through the MMAR, regardless of
where the authorized person obtained the can-
nabis.

¢. The Government’s Cannabis

» Given the low uptake of the government’s can-

nabis by authorized persons, we recommend
that Health Canada provide 5g samples of can-
nabis to newly authorized persons to encourage
more authorized persons to try the govern-
ment’s product and subsequently order it, to
minimize the number of authorized persons
that depend on an illegal source of cannabis.

d. Licenses to Produce

» \We strongly oppose the government’s vision to

phase out Personal Licenses to Produce and we
recommend that they continue to issue licenses
to produce cannabis for medical purposes to
authorized persons. We suggest that the gov-
ernment review the distribution of cannabis for
medical purposes overall and evaluate how it
can best suit the needs of authorized persons.

We recommend that Health Canada lift restric-
tions imposed on designated producers and
allow them to grow for multiple authorized
persons, and collectively with more than two
other designated producers. The cannabis pro-
duction facilities could be regulated and moni-
tored to ensure quality control.

* We recommend that Health Canada establish

a mechanism through which holders of a Per-
sonal License to Produce may report a loss of
crop and obtain immediate authorization to
have access to the government’s supply until
such a time as they are able to supply them-
selves adequately again through their home
garden.

* We recommend that Health Canada study the

proposed model offered in the document “Can-



nabis Yields and Dosage”, available at <www.
safeaccessnow.net/pdf/sanhandbook04.pdf>,
and consider integrating these calculations into
the MMAR, to replace the equation that is cur-
rently used to calculate the number of plants a
person with a License to Produce is allowed to
grow.

* We recommend that the Insurance Bureau of

Canada develop an official policy regarding
home insurance coverage when a person is le-
gally licensed to produce cannabis for medical
purposes, and that the Bureau disseminate this
information to insurance companies across
Canada.

e. Community Based Distribution of Cannabis

* We abide by community action principles
of empowerment, community support, self-
help, holistic approach, accountability, harm
reduction and greater involvement of people
living with HIV/AIDS?. As such, we favour a
not-for-profit, community-based model of dis-
tribution of medicinal cannabis and of its re-
lated services. We support organizations such
as some compassion clubs that operate on the
basis of these principles. We will continue to
support such establishments and the work that
they do, and to advocate for their inclusion in a
legal system of distribution of cannabis for me-
dicinal purposes. We will continue to advocate
for operational standards of these centres, es-
pecially with regard to quality control of the
cannabis they provide. We will also advocate
for these clubs to adopt a model that would
hold them accountable for their activities. A
not-for-profit charitable organization model
would meet these needs. This said, we do not
exclude other ways of distributing cannabis for
medicinal purposes, for example the pharmacy
distribution model proposed by Health Canada.
We believe in providing options to people that
best suit their needs. We will explore the pos-
sibility of supporting compassion centres that
meet our principles through the process of ob-
taining the appropriate authorizations to op-
erate legally.

» We recommend that the government authorize

Conclusion and Recommendations

compassion clubs that meet defined opera-
tional standards and recognize them as legal
dispensaries of medicinal cannabis.

f. Approval of Cannabis as a Drug

» \We call on the government and the medical and

scientific communities to take the necessary
steps to facilitate the process of obtaining drug
approval, or conditional drug approval, for me-
dicinal cannabis so that physicians may pre-
scribe it, and that consideration can be given to
having the costs of the product covered under
provincial drug plans.

g. Reimbursement for Medical Cannabis

» The Canadian AIDS Society, in collaboration

with CTAC and other national partners, will
explore the option of initiating the process for
formulary consideration for medicinal can-
nabis by addressing the Advisory Committee
on Pharmaceuticals and advocating for them to
initiate Common Drug Review proceedings.

We will encourage our member organization
that do not already do so to explore the possi-
bility of offering a financial assistance program
for medicinal cannabis, within the confines of
their limited resources, at least until such a time
as other reimbursement options are available
to people living with HIV/AIDS.

We recommend that the Minister of Finance
revise the medical expense tax credit to allow
authorized persons who have a License to
Produce cannabis for medical purposes to
claim expenses incurred in producing cannabis
for their medical purposes. These costs include
a portion of their electricity bills, based on the
square footage of their cultivation area, costs
for equipment and supplies purchased to start
up and maintain their production of medical
cannabis and the costs of seeds required to start
their home garden. All of these costs should be
allowed under the medical expense tax credit.

We call on the government and the medical and
scientific communities to take the necessary
measures to see to it that cannabis is considered
for drug approval, so that it may eventually be
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considered for reimbursement from available
drug plans. Until such a time, consideration
must be given to other mechanisms of reim-
bursement for the costs of medical cannabis
for seriously ill Canadians.

B. Concluding Remarks

In Canada, Canadians have a constitutional right to
use cannabis as part of their therapy. This right is es-
tablished and will remain as long as prohibition on
cannabis is upheld. Securing this right through the
federal medical cannabis program is one step. We
must work together to make this right a reality and
to facilitate access to the federal medical cannabis
program by addressing the barriers to ensure that seri-
ously ill Canadians are protected from criminal pros-
ecution for using the therapy of their choice. Since
the government has a constitutional obligation to fa-
cilitate access to cannabis, we must also work collec-
tively to find creative solutions to provide safe, legal
and affordable sources of cannabis for seriously ill
Canadians to end their reliance on the black market.
We must address the information needs regarding the
use of cannabis as a therapy to ensure that people
have adequate information to make informed choices
about their health and well-being.

As long as prohibition on cannabis remains, the
current regulatory environment will continue to affect
the everyday life of seriously ill Canadians who use
cannabis as part of their therapy. In addition to ad-
vocating for policy changes with regard to medical
cannabis, the Canadian AIDS Society will continue
to advocate for drug policy and law reform. The Ca-
nadian AIDS Society will also work with the Ca-
nadian government in the development of a national
framework for action to reduce the harms associated
with alcohol, other drugs and substances in Canada.
The national framework sets the stage for the “sys-
tematic, ongoing review of the benefits and potential
adverse consequences associated with Canadian
and international policies and frameworks... to
strengthen Canada’s ability to both establish its own
effective responses and influence the modernization
of international policies and legal frameworks.” 3

We hope that providing the voice of people living
with HIV/AIDS and sharing their experiences about
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their daily realities of obtaining legal access to can-
nabis for medicinal purposes will contribute to a
better understanding of existing policies. Further
policy changes must be developed to better suit the
needs of people living with HIV/AIDS and other se-
riously ill Canadians.

1  The series of fact sheets is available on our web site at
<www.cdnaids.ca/cannabis>.

2  Canadian AIDS Society. The Community Action Principles
of the Canadian AIDS Society. Adopted by the CAS Board of
Directors, May 1991. Amended December 2005. Available
from: <www.cdnaids.ca/web/casmisc.nsf/cl/cas-gen-0051>.

3 Health Canada and the Canadian Centre on Substance
Abuse. National Framework for Action to Reduce the Harms
Associated with Alcohol and Other Drugs and Substances in
Canada: Answering the Call. First Edition, Fall 2005.
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Appendix A — List of Key Stakeholder Interviews
Key Stakeholders Interviewed

1.

© N o O

10.

11.
12.
13.

14.
15.
16.
17.

18.
19.

20.

Beth Pieterson

Dr. Richard Viau
Michael McCulloch

Dr. Mark Ware

Dr. Isra Levy
Sharon Baxter
Sean O’Reilly
Philippe Lucas

Denis Pelletier
Christopher McNEeil

Eric Nash
Dr. Glenda MacDonald
Richard Neron

Laurie Edmiston
Glenn Betteridge
Trevor Stratton

Dr. Virgina Salares

Anonymous
Kate Brown

John Church

Director General, Drug Strategy and Controlled Substances
Programme, Health Canada

Director, Drug Analysis Service, Health Canada

Senior Policy Advisor, HIV/AIDS Policy, Coordination and Programs
Division, Public Health Agency of Canada

Pain Physician and Researcher, Montreal General Hospital Pain
Clinic

Director, Office of Public Health, Canadian Medical Association
Executive Director, Canadian Hospice Palliative Care Association
Executive Director, Canadian Association of Naturopathic Doctors

Founder and Director, Vancouver Island Compassion Society;
Founder, Canadians for Safe Access; Director of Communications,
Drug Sense; Authorized medical cannabis user

National Marijuana Grow-Ops Coordinator, Royal Canadian Mounted
Police

Deputy Chief of Operations, Halifax; Chair, Drug Abuse Committee,
Canadian Association of Chiefs of Police

Licensed Designated Producer
Doctor of Pharmacy

Newfoundland and Labrador Provincial Representative, Canadian
Treatment Action

Executive Director, Canadian AIDS Treatment Information Exchange
Senior Policy Analyst, Canadian HIV/AIDS Legal Network
Consultant, Canadian Aboriginal AIDS Network

Housing Researcher, Research Division, Canada Mortgage and
Housing Corporation

Unlicensed medical cannabis producer

Therapist, Youth Addiction Service, Child, Youth and Family
Program, Centre for Addiction and Mental Health

Insurance Bureau of Canada
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Appendix B — Key Passages from the Decision in R. v. Parker (2000)

I. R.v. Parker (2000), 49 O.R. (3d)
481- Key Passages

(a) The (Liberty Interest

Liberty includes the right to make decisions of
fundamental personal importance. Deprivation of
this right must also accord with the principles of fun-
damental justice. It can be concluded that the choice
of medication to alleviate the effects of an illness
with life-threatening consequences is such a de-
cision ... [This decision] is a right that Robins J.A.
ranked as “fundamental and deserving of the highest
order of protection .... To intrude into that decision-
making process through the threat of criminal
prosecution is a serious deprivation of liberty (pp.
513, 517).

(b) The Security Interest

[Section 7] protects the right to make choices con-
cerning one’s own body and control over one’s
physical and psychological integrity free from inter-
ference by criminal prohibition. Preventing Parker
from using marijuana to treat his condition by
threat of criminal prosecution constitutes an in-
terference with his physical and psychological in-
tegrity (pg. 519).

(c) The Principles of Fundamental
Justice

To summarize, a brief review of the case law where
the criminal law intersects with medical treatment
discloses at least these principles of fundamental
justice:

i. The principles of fundamental justice are
breached where the deprivation of the right
in question does little or nothing to enhance
the state’s interest.

ii. A Dblanket prohibition will be considered
arbitrary or unfair and thus in breach of
the principles of fundamental justice if it is
unrelated to the state’s interest in enacting
the prohibition, and if it lacks a foundation in
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the legal tradition and societal beliefs that are
said to be represented by the prohibition.

iii. The absence of a clear legal standard may
contribute to a violation of fundamental
justice.

iv. If a statutory defence contains so many
potential barriers to its own operation that the
defence it creates will in many circumstances
be practically unavailable to persons who
would prima facie qualify for the defence,
it will be found to violate the principles of
fundamental justice.

v. An administrative structure made up of
unnecessary rules, which result in an
additional risk to the health of the person,
Is manifestly unfair and does not conform
to the principles of fundamental justice (pp.
521-522).

(d) Common Law Right of Access to
Treatment

While there is obviously a difference between a right
to refuse treatment and a right to demand treatment,
they can also be seen as two points on a continuum
rooted in the common-law right to self-determi-
nation with respect to medical care. This includes the
right to choose to select among alternative forms of
treatment .... Some common-law support for access
to drugs with a therapeutic value can also be found
in the defence of necessity .... Not permitting access
to medicine that may relieve debilitating symptoms
of illness is inconsistent with the common under-
standing about the purpose of proper medical care
(pp. 527-528).

(e) Blanket Prohibitions on Medical Use

The blanket prohibition on possession and culti-
vation, without an exception for medical use, does
little or nothing to enhance the state interest. To the
extent that the state’s interest in prohibiting mari-
juana is to prevent the harms associated with mari-
juana use including protecting the health of users, it



is irrational to deprive a person of the drug when he
or she requires it to maintain their health. As in Mor-
gentaler, the court must consider the actual effect of
the legislation. While the exemption for therapeutic
abortions was designed to preserve the pregnant
woman’s health, it had the opposite effect in some
cases by imposing unreasonable procedural require-
ments and delays. If the purpose of the marijuana
prohibition is to protect the health of users and
thereby eliminate the related costs to society, the
overbroad prohibition preventing access to the
drug to persons like Parker, who require it to
preserve their health, defeats that objective (pg.
530).

(f) The Harms Associated with
Marijuana

The parties placed a considerable body of evidence
before Sheppard J. about the medicinal use of and
claims about marijuana ....Consumption of marijuana
is relatively harmless compared to the so-called hard
drugs and including tobacco and alcohol and there is
no “hard evidence” that even long-term use can lead
to irreversible physical or psychological damage.
Marijuana use is not criminogenic (i.e., there is no
causal relationship between marijuana use and crimi-
nality) and it does not make people more aggressive
or violent. There have been no recorded deaths from
consumption of marijuana. Marijuana does have an
intoxicating effect and it would not be prudent to
drive while intoxicated. As with tobacco smoking,
marijuana smoking can cause bronchial pulmonary
damage, especially in heavy users. There may be
other side effects from the use of marijuana and its
effects are probably not as benign as was thought
some years ago. However, these other effects are not
acute except in very narrow circumstances, for ex-
ample, people with schizophrenia. (pp. 495-496).

(9) Restricting Access to New Drugs

There may be circumstances in which the state in-
terest in regulating the use of new drugs prevails over
the individual’s interest in access. This, however, is
not one of those circumstances. The evidence estab-
lishes that the danger from the use of the drug by
a person such as Parker for medical purposes is
minimal compared to the benefit to Parker and
the danger to Parker’s life and health without it.
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It may be that the state is entitled to require the ap-
proval of the patient’s choice by a physician in much
the same way that in Morgentaler, Beetz J. con-
templated that even if there was a right of access to
abortion founded upon the right to liberty, a second
medical opinion as to the mother’s health could be
justified in some circumstances because of the state
interest in the protection of the foetus. However, the
current legal and administrative structure completely
deprives Parker of any choice, even with the approval
of his physician (pp. 536-537).

(h) The Constitutional Failure of the
s. 56 Exemption Process (Interim
Guidance Document)

If this is wrong and, as a result, the deprivation of
Parker’s right to security of the person is in accord
with the principles of fundamental justice because of
the availability of the s.56 process, in my view, s. 56
is no answer to the deprivation of Parker’s right to
liberty. The right to make decisions that are of fun-
damental personal importance includes the choice of
medication to alleviate the effects of an illness with
life-threatening consequences. It does not comport
with the principles of fundamental justice to subject
that decision to unfettered ministerial discretion.
It might well be consistent with the principles
of fundamental justice to require the patient to
obtain the approval of a physician, the traditional
way in which such decisions are made. It might
also be consistent with the principles of funda-
mental justice to legislate certain safeguards to
ensure that the marijuana does not enter the illicit
market. However, we need not finally determine
those issues, which, as will be explained in consid-
ering the appropriate remedy, are a matter for Par-
liament (pg. 545).
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Appendix C — Key Passages from the Decision in Hitzig et. al v.

Canada (2003)

1) Hitzig et. al. v. Canada (2003) 177
C.C.C.(3d) 449 (Ont.C.A.) - Key
Passages:

(a) Violation of Liberty and Security

The right to liberty can also be properly viewed more
broadly, to include the right to make decisions of
fundamental personal importance. See R. v. Parker,
supra, at 228-29. Viewed in this way, s. 7 requires
that if the state seeks to interfere with these deci-
sions, it must comply with the principles of funda-
mental justice in doing so. Like the other rights en-
compassed by s. 7 this aspect of the right to liberty is
protected not just in the context of the criminal law,
but against any deprivation that occurs as a result of
an individual’s interaction with the justice system
and its administration (p. 483).

Here, as in Parker, there is no doubt that the decision
by those with the medical need to do so to take mari-
huana to treat the symptoms of their serious medical
conditions is one of fundamental personal impor-
tance. While this scheme of medical exemption ac-
cords them a medical exemption, it does so only if
they undertake an onerous application process and
can comply with its stringent conditions. Thus, the
scheme itself stands between these individuals and
their right to make this fundamentally important per-
sonal decision unimpeded by state action. Hence the
right to liberty in this broader sense is also implicated
by the MMAR (p. 484).

It is equally clear that the right to security of the
person of those with the medical need to use mari-
huana is implicated in the circumstances of this case.
In Parker, supra, this court reviewed the jurispru-
dence and concluded that this right encompasses the
right to access medication reasonably required for
the treatment of serious medical conditions, at least,
when that access is interfered with by the state by
means of a criminal sanction (p. 484).
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(b) Principles of Fundamental Justice -
Failure to Provide a Lawful Supply

The state’s obligation to obey the law is fundamental
to our system of justice. No one would argue that it
does not have general acceptance among reasonable
people: Rodriguez, supra, at 607. The state’s obli-
gation to obey the law is well established at common
law through the process of judicial review, is im-
plicitly recognized in the preamble to the Consti-
tution Act, 1867, (U.K.), 30 and 31 Vict,, c. 3, is
expressly recognized in the preamble to the Consti-
tution Act, 1982, and is further recognized in s. 52 of
the Constitution Act, 1982. We have no hesitation in
concluding that the state’s obligation to obey the law
is a principle of fundamental justice (p. 490).

The MMAR do not require the state to violate the
law. They do, however, create an alliance between
the Government and the black market whereby the
Government authorizes possession of marihuana
for medical purposes and the black market supplies
the necessary product. The MMAR provide a viable
medical exemption to the prohibition against pos-
session of marihuana only as long as there are in-
dividuals who are prepared to commit a crime by
supplying the necessary medical marihuana to the
individuals that the Government has determined
are entitled to use the drug. At the same time, the
MMAR force seriously ill individuals who have been
found to be in need of medical marihuana to consort
with criminals to fill that medical need. Forcing sick
people to go to the black market to get their med-
icine can only discourage respect for the law and at
the same time signal that the medical needs of these
people are somehow not worthy of the same kind of
consideration as other medical needs (p. 490).

A Government scheme that depends on the criminal
element to deliver the medically necessary product,
and that drives those in need of that product to the
black market strikes at the same values that underlie
the state’s obligation to obey the law. The MMAR,
far from placing the Government in the position of
a positive role model or on the moral high ground,
are calculated to bring the law into disrepute and de-



value the worth and dignity of those individuals to
whom the MMAR are applied. The Government’s
obligation to obey the law must include an obligation
to promote compliance with and respect for the law
(p. 491).

The inevitable consequences of the absence of a legal
source of marihuana for those who have been deter-
mined to be in medical need of the drug are incon-
sistent with the fundamental principle that the state
must obey and promote compliance with the law.
In our view, the absence of a legal source of supply
renders the MMAR inconsistent with the principles
of fundamental justice (p. 491).

(c) Principles of Fundamental Justice
- Restrictions on Eligibility to Enter
the Program

Expressed in the language of s. 7, the notion of bal-
ancing individual rights against collective interests
itself reflects what may rightfully be termed a “prin-
ciple of fundamental justice” which, if respected,
can serve as the basis for justifying the state’s in-
fringement of an otherwise sacrosanct constitu-
tional right. Related to this principle is the concept
described by Sopinka J. in Rodriguez, supra, where
he said that if the state action which causes the de-
privation does little or nothing to enhance the state’s
interest, it can properly be seen as arbitrary and not
in accordance with fundamental justice. In such cir-
cumstances there cannot possibly be a fair balance
between the individual’s rights and the collective in-
terests. Sopinka J. put it this way, at 594: “Where
the deprivation of the right in question does little or
nothing to enhance the state’s interest (whatever it
may be), it seems to me that a breach of fundamental
justice will be made out, as the individual’s rights
will have been deprived for no valid purpose.” (pp.
495-496)

The Hitzig applicants simply say that the requirement
to have a second specialist support the application
for an individual in category 3 does little or nothing
to enhance the state’s interest and in that sense rep-
resents an arbitrary restriction. We agree. The second
specialist requirement is clearly an additional re-
striction on the acquisition of a medical exemption
by those in category 3. Yet it is hard to see that the

Appendices

second specialist adds anything that could be said to
advance the state interest. The second specialist is
no differently qualified than the first. Ironically, the
second specialist is not asked at all to opine about
the availability of other possible treatments, which
is the principal justification advanced by the state
for any specialist involvement. Rather, the second
specialist is required only to agree with the first spe-
cialist that marihuana would mitigate the symptom
and that the benefits outweigh the risks. And in doing
so the second specialist does not see the individual
but merely reviews the medical file. In these circum-
stances the requirement for a second opinion adds so
little if any value to the assessment of medical need
that it is no more than an arbitrary barrier standing
between an individual in category 3 and a medical
exemption. In this particular respect only, the eligi-
bility conditions of the MMAR do not accord with
the principles of fundamental justice (pp. 498-499).

(d) Remedy

We have earlier described the ineffectiveness of the
DPL [Designated Producer License] provisions of the
MMAR to ensure a licit supply to ATP holders. That
ineffectiveness appears to stem very largely from
two prohibitions in the MMAR. First, a DPL holder
cannot be remunerated for growing marihuana and
supplying it to the ATP holder (s. 34(2)). Second, a
DPL holder cannot grow marihuana for more than one
ATP holder (s. 41(b)) nor combine his or her growing
with more than two other DPL holders (s. 54). These
barriers effectively prevent the emergence of law-
fully sanctioned “compassion clubs” or any other ef-
ficient form of supply to ATP holders. Indeed, when
asked in argument which specific barriers had to be
removed to provide for a lawful source of supply,
counsel for the Hitzig applicants immediately cited
these provisions (p. 502).

As the record makes clear, there are a number of
people who already have a source of marihuana and
wish to engage in compassionate supply of it to those
in medical need. Indeed the Government’s case rested
in large part on their existence. It argued that they
effectively serve as “unlicensed suppliers” for ATP
holders. It may be that not all of these people would
satisfy the requirements to become DPL holders set
out in the MMAR. However, we are satisfied that, on
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this record, enough would do so that taken together
with existing DPL holders, the DPL mechanism as
modified could then provide a licit source of supply
to ATP holders. Once this modification is imple-
mented, ATP holders would therefore no longer need
to access the black market to get the marihuana they
need (p. 502).

Nor for DPL holders drawn from “unlicensed sup-
pliers” is there a “first seed” problem requiring that
they enter the black market. They already have their
first seed. For future DPL holders who do not have
their first seed, the constitutional problem presented
by their need to access the black market once in
order to get that first seed is far less than the problem
under the MMAR, where ATP holders themselves
are mostly unable to obtain designated producers
and, not being healthy enough to grow their own
marihuana, must regularly and repeatedly access the
black market (pp. 502-503).

However, even this limited first seed difficulty would
be eliminated if future DPL holders who did not
already have their first seed could access the Gov-
ernment supply to obtain it. The regulation that was
brought into force on July 8, 2003 would appear to
provide for just that solution (p. 503).

Taking these considerations together, we conclude
that the remedy which most directly addresses the
constitutional deficiency presented by the absence of
a licit supply of marihuana is to declare invalid sec-
tions 34(2), 41(b) and 54 of the MMAR. This will
allow all DPL holders to be compensated, to grow
for more than one ATP holder, and to combine their
growing with more than two other DPL holders. Pro-
vided that the regulation of July 8, 2003 remains in
place and is acted upon, there is no need to declare
that the Government has a constitutional obligation
to provide the first seed to those DPL holders who do
not have one (p. 503).

...we acknowledge that the Government could choose
to address the constitutional difficulty by adopting an
approach fundamentally different from that contem-
plated in the MMAR. The alternatives range from
the Government acting as the sole provider, to the
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decriminalization of all transactions that provide
marihuana to an ATP holder. Indeed, even if the
Government is content with the solution contained
in the MMAR as modified by our order, it may seek
to impose reasonable limits, provided they do not
impede an effective licit supply, for example on the
amount of compensation that a DPL holder can claim
or on the size of the operation that a DPL holder can
undertake.

...a central component of the Government’s case is
that there is an established part of the black market,
which has historically provided a safe source of mar-
ihuana to those with the medical need for it, and that
there is therefore no supply issue. The Government
says that these “unlicensed suppliers” should con-
tinue to serve as the source of supply for those with
a medical exemption. Since our remedy in effect
simply clears the way for a licensing of these sup-
pliers, the Government cannot be heard to argue that
our remedy is unworkable (pp. 505-506).
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